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I, Pascale Blouquin, declare: 

1. I am Head of Formulation Development at Laboratoires Fournier, SA, the 
assignee of US Application No. 09/899,026 (hereafter "the above-identified application"). 

2. To the best of my knowledge, understanding and belief, Laboratories Fournier, 
SA, is the assignee of the above-identified application and of co-pending US Application Nos. 
10/290,333, 10/665,520, 10/665,516, 10/665,519, 10/665,518, 10/665,517 and 10/665,522 
(hereafter "the co-pending applications"). 

3. To the best of my knowledge, understanding and belief, the specification of the 
above-identified application is the same as the specification of the co-pending applications. 

4. To the best of my knowledge, understanding and belief, Laboratories Founder's 
Lab Notebook No. 1 (attached as Exhibit 1) and Laboratories Fournier's Lab Notebook No. 2 
(attached as Exhibit 2) were transmitted around June 2004 to the counsel for Laboratoires 
Fournier at its request during document production for pending litigations related to Laboratoires 
Fournier's issued fenofibrate patents. This was the first time T had been asked to transmit to the 
counsel of Laboratoires Fournier these Lab Notebooks. 

5. A certified English language translation of Lab Notebook No. 1 is attached as 
Exhibit 3; and a certified English language translation of Lab Notebook No. 2 is attached as 
Exhibit 4. 
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7. T have read and understand the contents of Lab Notebook Nos. 1 and 2. 

8. Lab Notebook No. 1 covers the time period of 18 February 1997 to 15 May 1997- 

9. Lab Notebook No. 2 covers the time period of 16 May 1997 to 30 July 1997. 

10. To the best of my knowledge, understanding and belief, Lab Notebook Nos. 1 and 
2 contain dissolution data of experiments conducted for the scale-up and development of the 
fenofibrate compositions of the invention described in the above-identified application and the 
co-pending applications. 

1 L To the best of my knowledge, understanding and belief, Lab Notebook Nos. 1 and 
2 also contain dissolution data of capsules comprising 200 mg fenofibrate in various dissolution 
media. 

12. The Examiner's attention is specifically directed to the dissolution data of 
Commercial Lot No. 2177 as follows: 

(a) Example 2 and Figures 1 and 2 in the above-identified application and the 
co-pending applications provide the dissolution profile for a capsule 
comprising 200 mg fenofibrate from Commercial Lot No. 2177 in a 
dissolution medium constituted by water with 2% by weight Polysorbate 
80 as measured using the rotating paddle method at 75 rpm, using the 
European Pharmacopoeia paddle apparatus. 

(b) Lab Notebook No. 1 at Fournjer Bates No. 1001569 provides the 
dissolution data for a capsule comprising 200 mg fenofibrate from 
Commercial Lot No. 2177 in a dissolution medium constituted by water 
with 0.025 M sodium lauryl sulfate as measured using the rotating paddle 
method at 75 rpm, using the European Pharmacopoeia paddle apparatus. 


C00 [^i 


SQONI 3I3IHd0Hd 


Declaration under 37 CFR § 1.132 of Pascale Blouquin 
US Application No. 09/899,026 
Page 3 of 5 

These results of Commercial Lot No. 2177 are shown in Table 1 below. 


Tab 



5 

minutes 

10 

minutes 

20 
minutes 

30 
minutes 

60 
minutes 

120 
minutes 

Lot No. 2177 in Above- 
Identified Application 
and the Co-Pending 
Applications in Example 
2 in dissolution medium 
constituted by water with 
2% by weight 
Polysorbate 80 

0% 

3.7% 

16.5% 

54.9% 

not 
measured 

not 
measured 

LotNo.2177inLab 
Notebook 1 atFournier 
Bates No. 1001569 in a 
dissolution medium 
constituted by water with 
0.025 M sodium lauryl 
sulfate 

1.6% 

19.7% 

55.5% 

67.7% 

78.0% 

85.5% 


el 


13. A summary of the dissolution data of the capsules comprising 200 mg fenofibrate 
from Lab Notebook Nos. 1 and 2 is shown in Table 2 below. The dissolution medium used are 
shown in Table 3. 


Table 2 


Fournier 
Bates No. 

Dissolution 
Medium 

5 ruin. 

10 min. 

20 min. 

30 min 

60 min 

120 min 

1001532 

A 

no data 

26.8 

46.4 

56.5 

no data 

no data 

1001532 

B 

65 

24.7 

43.4 

53.3 

64.4 

75.7 

1001532 

C 

7.1 

30.2 

52.2 

62.9 

75.9 

83.5 

1001560 

C 

3.4 

19.1 

52.0 

65.7 

78.5 

86.8 

1001562 

C 

0.8 

98 

46.8 

63.0 

79.7 

88:4 

1001566 

C 

1.8 

13.5 

50.1 

66.0 

82.3 

88.3 

1001569 

C 

1.6 

19.7 

55.5 

67.7 

78.0 

85.5 

1001653 

c 

4.8 

23.1 

55.4 

66.8 

no data 

88.0 

1001662 

c 

2.9 

20.2 

54.3 

66.7 

79.4 

87.2 

1001672 

c 

3.7 

21.7 

54.3 

66.3 

80.1 

88.1 

1001679 

c 

5.1 

28.5 

57.0 

68.2 

80.8 

88.2 

1001689 

c 

5.3 

298 

55.4 

65.6 

75.7 

84.5 
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Fournier 
Bates No. 

Dissolution 
Medium 

5 mini. 

10 min. 

20 min. 

30 min 

60 min 

120 min 


C 

4 9 


57.1 

67.0 

79.0 

83.8 

1001703 

C 

1.3 

11.4 

50.6 

63.4 

76.2 

84.9 

1001707 

C 

4.4 

21.7 

53.5 

66.0 

79.4 

87.9 

1001711 

c 

4.6 

22.5 

55.3 

66.8 

80.3 

87.9 

1001715 

c 

4.6 

24.3 

54.9 

66.2 

78.4 

87.8 

1001849 

D 

no daia 

26.3 

76.1 

88.0 

98.4 

102.6 


Table3 


Dissolution 
Medium 

Characteristic of Dissolution Medium 

A 

dissolution medium constituted by water with 2% by weight Polysorbate 80 using 
the rotating paddle method at 75 rpm according to the European Pharmacopoeia 

B 

dissolution medium constituted by water with 0.02 M sodium lauryl sulfate using 
the rotating paddle method at 75 rpm according to the European Pharmacopoeia 

C 

dissolution medium constituted by water with 0-025 M sodium lauryl sulfate using 
the rotating paddle method at 75 rpm according to the European Pharmacopoeia 

D 

dissolution medium constituted by water with 0-1 M sodium lauryl sulfate using 
the rotating paddle method at 90 rpm according to the European Pharmacopoeia 


14. In my opinion, the claimed invention in the above-identified application and the 
copending applications has superior properties when compared to the dissolution data in the 
Laboratory Notebooks submitted herewith. A comparison of the pending claims, the Inventive 
Example 2 in the present application, the comparative Example 2 in the present application that 
is Lipanthyl® 200M from Lot No. 2177, and the dissolution data in the attached Laboratory 
Notebook No. 1 at Bates Number Fournier 1001569, which is also representative of Lipanthyl® 
200M from Lot No. 2 177, is set forth in the table below. 
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Time 

% 

Dissolution 
Recited in 
Pending 
Claims 

% Dissolution 
by Inventive 
Example 2 

in the 
Application 

% Dissolution of 
Lipanthyl® 200M from 
Lot No. 2177 in Lab 
Notebook No. 1 at 
FournierNo. 1001569 

% Dissolution of 
Lipanthyl® 200M 
from Lot No. 2177 in 
Example 2 in the 
Application 

30 minutes 

at least 75 

95.9 

67.7 

54.9 

60 minutes 



78.0 



15. The claimed invention requires at least 75% dissolution in 30 minutes. The data 
in the attached Laboratory Notebook No. 1 shows that it takes almost 60 minute$ for the 
Lipanthyl® 200M, to achieve a dissolution of 78%. In other words, it takes almost twice as long 
for Lipanthyl® 200M to achieve a dissolution that the claimed invention requires in 30 minutes. 
In view of these results, it is my opinion that the dissolution profile of the inventive example 2 in 
the Application is clearly faster than the dissolution profile of Lipanthyl® 200M 

16. T was also asked to review Quality Assurance documents (attached as Exhibit 3) 
that are analysis certificates of different batches of product. In the analysis certificates, 
dissolution results are mentioned. The dissolution was done in 0.1 M SLS. The dissolution of 
fenofibratc in 0.1M SLS is much more faster than the dissolution in 0.025 M SLS, as the 0.1M 
SLS medium contains 4 times more SLS than a 0.025 SLS medium, and furthermore was done at 
higher speed. 

17. I hereby declare that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true; and further that 
these statements are made with the knowledge that willful false statements so made are 
punishable by fine or imprisonment or both under § 1001 of Title 18 of the United States Code 
and that such willful statements may jeopardize the validity or enforceability of the present 
application or any patent issued thereon. 
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SOLUTION A 75 MG/L FENG - LBTWEEN 


c 


SGLUT I ON A 75 MG/L FENG - LBTWEEN 


25-02-1996 


25-02-1996 


14 = 0: 


0 „ 20 _ 


0 „ 00 


200 

CDNTRQN I MS TR U n EN T 3 



SOLUTION A 125 MG/L FENG - LBTWEEN ( ff) 


'Ai 
42 
43 
44 
45 
46 
47 
48 
49 
50 
51 
52 
53 
54 
55 
56 
57 
58 
59 
60 

Ml 


; 53371.T" 
, 5613_1 
■ 5835" 1 


o 

0 

o 

0 . 6390.J. 
0 . 6492™! 
0«6590"i 
0„ 6652_JL 
0„6711_ 1 

0.6750._1 
O n 67 57. J. 
0=6725_1 
0 , 6670„i 
0. 66 loll 
0.6525_i 
0 n 6454 Jl 
0 : , 6374 _1 
0 „ 6327~1 
.0,6239 1 
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SOLUTION A 125 fIG/L FENQ - LBTWEEN 


25-02-1996 14s 19 


Ymin - 0-0330 


YntSK - 1,0745 



C-;9 


SOLUTION A 75 HG/L FENG - LBTWkEN 


25-02-1996 


13 ; 55 


I SOLUTION A 75 MG/L FENG - LBTWEEN 


25-02-1 


0 . 60 


0 « 40 


O ,20 


0 » 00 



JTRON INSTRUMENTS 



14; 01 


■SOLUTION A 125 iiG/L FENO - LBTWEEN 


rw 


SOLUTION A 125 MG/L FENO - LBTWEhN 


25-02 -1996 


14: 19 


Ymin = 0-0330 


1 - 50 


1 „ 00 


0 B 50 


0 . 00 


200 

tONTRON INSTRUMENTS 


250 


300-0 
299 - 0 
29B = 0 
i OT\ 297,0 
' 296 * 0 
295.0 
3 294 „ 0 
^ 293.0 
292.0 
P 291 .0 
^ 290 . 0 
289.0 
V> 288.0 
<^ 287 « 0 
~~~ 286.0 
285.0 
2S4 . 0 
28 3. 0 
282 , 0 
. 281,0 
280.0 


41 

42 

43 
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45 
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47 
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50 

51 

52 

53 

54 

55 

56 

57 

58 

59 

60 

61 


O . 3433_1 
0,S867„1 
0,9226„1 

O „ 9862_1 
i„ 0103_1 
1 - 0275^1 
1 . 0429_1 
!„0533„1 
1.0630.„1 
i . 0669_1 
l70709„l 
i.0716_i 
1 K 0686^1 
1 „ 0605_1 
I „0S05„I 
i.0375_l 
1 u 0264__i 
' 1 .0149„1 
1 -00 76„i 
1 . 0020 I 
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FOURNIER 1001501 


Highly Confidential 
Subject to 
Protective Order 
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F0URN1ER 1001502 

Highly Confidential 
Subject to 
Protective Order 


-too d ocj bb 42 P. 2 


Page n e 


c 


Analyse n°: 


Pro)etn°; 2jj 



Lot n^iap^^^^ajk 


t^S_ \°/^/V\J x; tewoiti; 408.8 - 298.6 iw>; i>ts 261; int 1.00; ord -3*982 - 6.0000 A 
4 K^i— ' : * en °l" fenof ibrate 66.9 wsr^i eau+l.25xtueen 80, cellule :i.88c« 

PEAK MAX; THRESH 0.8180 


nm 


p 


201.0 
204.0 
206.8 
209.8 
211.6 
213.0 
216.0 
219. B 
222.0 
226.0 
228.0 
231.0 
236.0 
248.8 


0000 
0836 
9106 
2426 


6.0000 
5-1762 

-8.8907 
5.7375 

-0-4548 
5.7249 
4.8867 
2.4671 
6.0000 
6.0000 


-7> 


243.0 
245.8 
247,8 
252.0 
2S6.0 
265.0 
279.0 



X: tenoin; 488.8 - 280,0 im; pts 281: int 1.80; ord 
temoin fenof ibrate 66.9 ntf/1 eau+i.25'/CtueeTi 89, 
PEAK MIN; THRESH 0.0180 


-3.982 - 6.0088 A 
cellule :i.00c» 


i- 

X- 


283.0 
205.8 
288*8 
210.0 
212.8 
215.8 
217.0 
220.0 
224.0 
227.8 
229.0 
234.8 
237.0 
242.0 


-2.2S48 
-0.8268 
-3.9829 
-0 .7655 
-1.7886 
-1.7906 
-8.9112 
-1.7850 
-1.6215 
3.2646 
-2.1676 
-1,7042 
-8.7224 
-2.1051 


244.0 
246.0 
248.6 
254-0 
258.0 
272.0 
281.8 


-1.8215 
-6. 6235 
-2.174S 
-8.7590 
8.1563 
0.2022 
8.6201 


FOURNIER 1001503 

Highly Confidential 

Subject to 
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y- +*«oiYi' 408 0 - 288.0 w: *ts 281; int ,1.08; ord -3.982 -6 
5i ib2L W.9 ig/l ^1.25-^tu cen 89, cellule :! 

3 


.0006 
.88cm 


Date* 



POSTF APPFI F : 


1*9943> 


otcm orrn Jto 


J^MA lfZfi%<^dtL Oyy^i Gu^i^Jr frftg pt02> 


26.92,97 69:07:50 
Code 1799 

0.8800 g 

37,3198 g 

0.0000 g 

0.0289 g 

9.6000 g 

-37.3489 g 
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Highly Confidential 
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i 

i 


i 


3£&e\ N E EN^" . 2 i" P □ U R I00~+ ETHANOL 1/10 (CUVE DE 1CM) 


Yroir. = -0.0750 


Ymax = -0.0046 


0 « 00 


-0 , 04 


; 
i 

. / 


A A- / 

k f. . (\^. »/ -V- • ■ • 


ETHwNOL i/10 


O - O / 60 


Ymax 


02-1996 
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l£ONTRON I NSTRUMENT3 


UvIKQN 930 


FOURNIER 1001505 

Hl 9hly Confidential 

Subject to 
Protective Order 


j SOLUTION A 75 MG/L FENG - L I GNE DE BASE TKnTS/TWE^^ 


Yfriax = C6787 


0 « 60 


0 . 40 



250 


GNTRON INSTRUMENTS 


LJVIKOM 930 


! FOURNIER 1001506 

i 

Highly Confidential 
Subject to 
Protective Order 


=3 


j^>» Quh ^ daA^ J?e^ 


.1 ; ; 


FOURIER 1001507 

Highly Conf-df'^ 
Subjectto 
protective Order 


02 


26.02.97 
Code 


13:35:23 
349 


26.82.97 
Code 


13:33:35 
340 


ID 


Code 


ID 


ID 


0.0808 g 
463.0 mq 

0.6 mg 
453.5 mg 

0.0 mg 
478.2 mg 



Code 


Code 


0.0 mg 
462.3 mg 

S.0 mg 
461.3 mg 

0.9 mg 
460.2 mg 


FOURNIER 1001508 

Highly Confidential 

Subject to 
Protective Order 


CDHPR 


IMES^DE FENOFIBRATE ft 100 MS PHARMA 


"pass Lot" 340 'tween so 2 pour 100 


26-02-1996 15: 


9 


Lambda 

290.0 
290 . 0 
290.0 
290-0 
290.0 
290 * 0 


No- Vaieur.E 


290 = 0 
290 ■ 0 
290 - 0 
290 - 0 
290 B 0 
290.0 
290-0"" 
290 ■ 0 
290 . 0 
290 - 0 
290 - 0 
290 = 0 


290 = 0 
290,0 
290 = 0 
290 . 0 
290 . 0 
290,0 


290.0 
290.0 
290.0 
290 - 0 
290-0 
290.0 


i 
2 
3 
4 
5 
6 

T 


-0.0001.1 
-0=0025.1 
-0.0051.1 
-0, 0029.1 TO 
-0.0017.1 
-i\003il_ 
0.5566 1 


8 
9 
10 
11 
12 


0.6396_n1 
0,5303.1 T~[& 
0.5834.1 
0-5723.1 
0.6159 _1 
"T3 0=7847.1 ~ 

14 0,763111 

15 0,6748.1 

16 0.6738.1 

17 0.. 6302.1 
1R 0.6067 1 


19 
20 
21 
22 
23 
24 


25 
26 
27 
28 
29 
30 


0.3341.1 
0 . 8402.1 
0-8585.1 
0.7792.1 
0=3561.1 
Q-8434 1 
0. 3635.1 
0,8522.1 
0.3721.1 T61O 
O . 8627_1 
0.8556.1 
0.8471.1 


SO NT RON INSTRUMENTS 


// 


UVIKON 
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U O J T 


•4 


CD) ATT) cQ*J[x C v\ CO m pvX ^RcOX^o. ^~Tc: 

cU, ACO KjO^Wa g_Ql— 


ex. TO 


PESEE S IMPLE 

Date de la pesSe : 1997/03/13 11:20:29 



*ARR1768 
PRODUIT => NALAUSF 
POIDS NET = > 0.126 KG 

TARE => 0.266 KG 

POIDS BRUT =*> 0.392 KG 
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Ota 

owl 
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(Ma 
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T 


13.03.97 
Code 


ID 


13:36:01 

361 

1 


ID 


ID 


i ID 


0.9 mg 
434.0 mg 

9.0 mg 
434.3 roq 


ID 


8.0 mg 
435.4 mg 

0.0 mg 
433.7 mg 


ID 


0.8 mg 
434.8 mg 

0.6 mg 
433.5 mq 


FOURNIER 1001549 

Highly Confidential 
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.J>9 2>a? so4-» 


5. &cX> 


3° 


°il ivvv> cJa, <^^T o|^t^ yju^ % 


iMPRIMES PHARMA PASS 100MS LOT 36 J 


.3-03-1996 


1 5 i 48 
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Lambda 

290 - 0 
290,0 

290 cO 


No- 


Vaieur EE 


290,0 
290 . 0 
290 . 0 
290 . 0 
290 . 0 
290,0 


290 = 0 
290,0 
290 cO 
290,0 
290 = 0 

290. 0 


290 „0 
290 . 0 

290 . 0 
290. 0 
290 . 0 
2^0 • O 


290 - O 
290 , 0 
2 C ?0 ... 0 

290 - O 


:.3 l > l o , o 

"'?0 O 

290 O 
2^\ = - v 

2 t *' ; " 


v-;o 
2.90 

2^0 
_2 


90 ^2- 


0 = 0000. 
0.0042 
0 - 000 J 


5 
6 
7 
8 

.2- 


sift 


U . OO00 
™0. 0004 
-0=0004 
-0.0041 
-0 . 0032 
-0 


10 

ii 

12 
13 
14 


16 
17 
18 
19 
20 


23 
24 
2S 
26 
27 


29 
30 
31 
32 
33 


34 
3 3 
36 
37 
3c) 

JlL 


0=2631 
0=2456 
O ..2401. 
0 . 3076 
0-2386 
^ -11 Av, 


A2- Ou^ /cuU 

fV2- LSWo/UV^. 


--- O 


* 


0= 5916. 
0 , 5SOj 
0 :: 5813 

O- 62:79" 


1 

-L 

1 


0 = 7378 

:> . 7 355' 

0 B 734": 

O.. 7nV_ 
0, 751 5* 


i 5 


7 . 790- 1 
v- 606:::" 

0 . v?096 


1 

1 


o t 33:^6. 


:,:vc 

.,:-7w. 

2V( - 
29'.:- 
290, 


290.0 

290.0 
290.0 
290, 0 
290 .0 
290=0 


290 . 0 
290.0 
290 . 0 
290.0 
290 . 0 
290 . 0 
290 . 0 
290.0 
290-0 
290 - 0 
290 = 0 
290 . 0 
29o .6 
290.0 
290 . 0 
290 , 0 
290 0 
29 o .. n 

// 


40 
41 
42 
43 
44 
45 


47 

48 
49 
50 
51 


52 
53 
54 
55 
56 
57. 


.59 
60 
61 
62 
63 


"64" 

65 
66 
67 
68 
69 


0-. 

0: 

0. 

0: 
0 , 


3437_ 

3515 

8532... 

8415, 

8617 


0.3616 


0,8566. 
0.8568. 
0-8710.. 
0.8500* 
0.8694] 
0.8635 


0.8513. 
0=8615 
0 . 8648. 
0.8367, 
0 . 8670. 
0 » 8660 


0.8606. 
0.8549. 
0.8650. 
0.3412. 
0.8503. 
0,3596 


.,1 
_1 
1 

x; 

„i 
1 

X 

i 

1 
1 

1 
1 

T" 

1 


■0.S61X 

0 « 8615. 
0.8737] 
0 = 3513__ 
0.8645.. 1 
0=3606 1 


DISSOLUTION 


rnMDITIONS FT MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm 


A GRANDJEAN 
13/03/97* 
gal 103108. 
290nm 
2mm 


ppFPARATIOM nFS FCHANTILLONS 


TITRE: 

N° CAHIER: 

FICH1ER: 

ELUANT: 

AGITATION : 


m:\commun\glnqUraitdon\distem 5 
date edition: le 06/02/97 


Ik 


comprime ienofibrate 100mg PHARMA PASS lot 361 
LF 178terp64_ 

m\commun\gtnq\donnbase\lf 1 78ter\dissolution\tot 36 1 
LSNa 0,025M r - 
75 TPM s 


FOURNIER 1001551 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

434 

en mg 

dosage theorique 

100 




CFIIIJIF 1 

CFIIU1F 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

434,00 ✓ 

434,30/ 

435,40 / 

433,70 s 

434,80 / 

433,50 s 

100,00 

100,07 

100,32 

99,93 

100,18 

99,88 


ty c on fin 


Temoin IQOmg/l j 0,900 1 


volume preleve en ml 

5 






t /' 


volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,263 s 

0,246 •* 

0,240^ 

0,308 _s 

0,289 S 

0,317^- 

10 

1000 

0,592 ^ 

0,580/ 

0,581 / 

0,646 s 

0,628 

0,644 ^ 

15 

1000 

0,738 ^ 

0,736 X 

0,735^ 

0,752.^ 

0,752 ^ 

0.758.^ 

20 

1000 

0.796 

0,790 V 

0,807 *~ 

0.801^ 

0,810 ^ 

0,814 ^ 

30 

1000 

0,833 ^ 

O.B4$^M 

0,848 ^ 

0.836^ 

0,847^ 

0,844 ^ 

40 

1000 

0,844.^- 

0,852^ 

0,853.-* 

0,842 

0,862 ^ 

0,862 - 

50 

1000 

0,857 ' 

0,857 

0,871 ^ 

0.850 

0,869 ^ 

0,864 - 

60 

1000 

0.851 

0.862 ^ 

0,865 ^ 

0^37 ' 

0,867 ^ 

0,866 

90 

1000 

0,861/ 

0,855 

0,865 ^ 

0.841 

0.850 ^ 

0,860 ^- 

120 

1000 

0,861 s~ 

0,862 ,^ 

0,874 

0,852 ^ 

0,865 ^ 

0,861 — - 

















RESULTATS EN%DISSO 






TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

cv 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

30,78 

29.22 

27,31 

26,58 

34,25 

32,05 

35,26 

3,63 

11,79 

10,0 

68.09 

65,92 

64,54 

64,48 

72,00 

69.81 

71,81 

3,53 

5,19 

15,0 

83,24 

82,48 

82,18 

81,86 

84,14 

83,91 

84,85 

1,22 

1,47 

20,0 

90,07 

89.33 

88.58 

90,24 

90.01 

90,76 

91.50 

1,03 

1,15 

30,0 

94,88 

93,88 

95,24 

95,23 

94,35 

95,31 

95,29 

0,61 

0,65 

40,0 

96,48 

95,57 

96,38 

96,25 

95.48 

97.45 

97.77 

0,95. 

0,98 

50,0 

97,93 

97.48 

97,40 

98.72 

96,84 

98.70 

98,47 

0,80 

0,81 

60,0 

98,04 

97.29 

98,44 

98,53 

95,86 

98,96 

99,17 

1,25 

1,28 

90.0 

98,22 

98.87 

98,14 

99,01 

96,77 

97,56 

98,99 

0,91 

0,93 

120,0 

99,49 

99,35 

99,39 

100,49 

98.46 

99.69 

99,58 

0.65 

0,66 

0,0 










0,0 










RESULTATS EN QUANTIT 

F DISSOUTE 




TEMPS 

MOYENNE 

CELLULE 1 

CELI.U1F2 

CELLULE 3 

CEU.in.F4 

CELLULE 5 

CELLULE 6 

ecart type 

cv 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

30,80 

29.22 

27,33 

26.67 

34,22 

32,11 

35,22 

3,59 

11,67 

10,0 

68,14 

65.92 

64.58 

64,69 

71,95 

69,94 

71.73 

3,47 

5,09 

15,0 

83,29 

82,48 

82,24 

82.12 

84.09 

84,07 

84,76 

1,14 

1,37 

20.0 

90,13 

89,33 

88.65 

90,53 

89,95 

90.93 

91.40 

1,03 

1,14 

30,0 

94,95 

93,88 

95,31 

95,54 

94,28 

95,49 

95,19. 

0.69 

0,73 

40.0 

96.54 

95,57 

96,44 

96,56 

95,41 

97,63 

97,65 

0,96 

1,00 

50,0 

98,00 

97,48 

97,47 

99,04 

96,77 

98,88 

98,36 

0,90 

0.92 

60,0 

98,11 

97,29 

98,50 

98,85 

95.80 

99,14 

99.06 . 

1,32 

1.34 

90,0 

98,29 

98,87 

98,21 

99,33 

96.71 

97,74 

98,87 

0,96 

0,97 

120,0 

99.56 

99,35 

99,46 

100,81 

98.40 

99,87 

99,46 

0,79 

0.79 

0.0 










0,0 












% dissous 

-4 4 • 


60 
temps 


80 


100 


quantity dissoute 
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60 
temps 
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FOURNIER 1001552 

Highly Confidential 
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1: 


p 

I 
$ 


14.03.97 

Code 


89:23:19 
334 


ID 


ID 


8! 
* 

I' 

i" 

i 


ID 


8.4358 q 

8.8009 g 
8.4386' g 


ID 


8,0888 q 
8.4481 q 

8.8888 g 
8.4373 g 


ID 


8.8888 q 

8.4387 3 

8,0888 3 

8.4388 q 


F0URNIER 1001553 
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DMPRIMES PHARMA PASS LOT 334 LOOMS PEN Or I BRA IE 


14-03-1996 10: 48 


ibda 


No. 


Vaisur E 


290 = 0 
290 . 0 
?90 B 0 


i 
2 


-0 = 0000. 
0,0040 


290 . 0 

4 

0.3176„1 



290 . 0 

5 

0-3109_l 



290 . 0 

6 

0.2945„i 



290 . 0 

7 

0.2945__1 



290 * 0 

8 

0,2940__1 



290 . 0 

9 

0,2513 1 



290-0 

10 

U.6466_X 



290 , 0 

11 

0»6501_1 



290 n 0 

12 

0.6442„1 



290 c 0 

13 . 

0.6524_i 


290 , 0 

14 

0.6342„1 



290.0 

15 

0.6020 1 



290 . 0 

16 

0.7750„1 



290 = 0 

17 

0 B 7Sii„l 



290 . 0 

18 

0.7670„1 - 


290 - 0 

19 

0.7817__1 

If-/ 


290 0 

20 

■ 0=7736„1 



290,0 

21 

0,7643 1 



290 - 0 

22 

0 *8239„1 



290 . 0 

23 

0.82i5„i 



290 . 0 

24 

0.8176„i 



290 = 0 

25 

0.8i21„i 


290-0 

26 

0=8199 1 



290 „ 0 

27 

0.S124 1 


- 

290 e 0 

k'S 

0 B 869i_l 



290 - 0 

29 

0-8697_l 



290-0 

30 

0.,8616__1 

V 


290.0 

31 

0-8632„l 


290 . 0 

32 

0.8700 1 



290 „ 0 

33 

0.8683 1 



290 - 0 

34 

0.3S78_1 



290 - 0 

35 

0.8B21_i 



290 . 0 

36 

0.8925.JL 



290 - 0 

37 

0.8812.J. 


290.0 

38 

0.8803 i 



290.0 

39 

0=8877 1 



290-0 

40 

0=8924„1 



290.0 

41 

0.89ii„l 



290,0 

42 

0,8960„1 



290 0 

43 

0.8362J 



290 . 0 

44 

0.8950_i 



290 - 0 

45 

0.3917 1 



290.0 

■ 46 

0.8923„1 



290.0 

47 

0.891S_1 



290 , 0 

48 

0.9048„1 



290 = 0 

49 

0.8900_1 


290 ; 0 

50 

0.8971_1 



290.6 

51 

0.8997_1 




TO 


FOU ^/ ER1001554 

Pr °tectiv e Order 


07 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR: A GRANDJEAN TITRE : 

DATE: 14/03/97 N° CAHIER : 

APPAREIL : gal 103 108 r FICH1ER : 

LONGUEUR D'ONDE : 290nm y ELUANT : 

CUVEenmm: 2mm AGITATION : 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


comprime fenofibrate 100mg PHARMA PASS lot 334 
LF 178terp68 ^ 

m\commun\glnq\donnbase\lf 1 78tertdissolution\lot 334 

LSNa 0.025M 

75TPM 


PREPARATION PES ECHA NTILLONS 


masse theorique 

434 

en mg 

dosaqe theorique 

100 





CELLULE 1 

CR.LULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

435.00 / 

438,60 / 

440,10 / 

437,30 / 

438,70 S- 

438,80^ 

100,23 

101,06 

101,41 

100,76 

101,08 

101,11 


Temoin 100mg/l ( 0,900 I 


RU1VI DE LA , DISSOLUTION 

volume preleve en ml 5 


TEMPS 


10 
15 


20 


30 


volume en ml 


1000 


1000 


CELLULE 1 


0,647 / 


0,775 s 


0,824 . 


0,869 - 


CELLULE 2 


0,31 1 — 


0,650 s 


0,781 


0.870 — 


CELLULE 3 


0,295 > 


0,644/ 


0,767 „, 


nftfip - 


CELLULE 4 
0 


0,295^ 
0,652 - 


0,782 • 


0,818 ^ 0,812 


CELLULES 
0 


0,294 ^ 
0,634 > 


0,774 / 
0,820 ^ 


0.870 ■ 


CELLULE 6 
0 


0,251 . 
0,602 „ 


0,764, 
0,812. 


0.868 


50 


60 


RESULT ATS EN % PISSC 


TEMPS 


0.0 


5.0 


15,0 


20,0 


30,0 


40,0 


50,0 


60,0 


0,0 


0,0 


0,0 


RESULTATS EN QUANTT 


TEMPS 


0,0 


5,0 


15,0 


30,0 


40,0 


50,0 


60,0 


0,0 


0,0 


0,0 


0,0 



120,00 


100,00 


80,00 


60,00 


40,00 


20,00 


0,00 


DISSOLUTION DES COMPRIMES PHARMA PASS 
A 100 MG DE FENOFIBRATE 


temps 

lot 334 

lot 351 

lot 354 

lot 358 

lot 361 

0 

0,00 

0,00 

0,00 

0,00 

0,00 

5 

32,37/ 

36,09^ 

32,27^. 

38,57 *' 

30,78/ 

10 

70,41 / 

69,0 V 

71,32/ 

73,54/ 

68,09/ 

15 

85,70 ^ 

82,91 / 

85,82/ 

84,81 f 

83,24/ 

20 

90,98 ' 

88,55/ 

91,69/ 

91,00/ 

90,07/ - 

30 

96,83 / 

93,82/ 

95,86/ 

94,10,, 

94,88/ 

40 

99,32 / 

96,60 s 

97,47/ 

97,22/ 

96,48^ 

50 

100,54 / 

96,74 / 

97,86 / 

97,83/ 

97,93/ 

60 

101,47"' 

98,21 ' 

98,39 / 

98,58/ 

98,04 ✓ 

90 


98,92/ 

98,39/ 

99,39 ' 

98,22/ 

120 




99,49 / 



FOURNIER 1001555 

Highly Confidential 
Subject to 
Protective Order 


1 — 

40 60 80 

temps en minutes 



cr 


0,86 


0,66 


0,64 


0,42 


0,43 


100 


120 


CV 


2.96 
0,95 
0,63 
0,41 
0,56 
0,38 
0,61 


Ci- 
ty x - 


60 


DISSOLUTION 


frnfin rpONS F T MODES OPERATOIRES 


OPERATEUR : 
DATE: 
APPAREIL : 
LONGUEUR D'ONDE : 
CUVE en mm: 


A GRANDJEAN 
14/03/97 
gal 103108- 
290nm r 
2mm 


TITRE: 
N* CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


pRFP A RATIO N pFS ECHANTILLONS 


masse theorique 

434 

dosage theorique 

100 


en mg 


c; 


7 


m:V»>mmun\glnq\trattdon\distem5 
date edition: le 06/02/97 


comprime fenofibrate 100mg PHARMA PASS lot 334 
LF 178terp68 ^ 

mV»mrnun^lnq\donnbase\lf178ter\dissohJtion\lot 334 

LSNaO,025M 

75 TPM 

FOURNIER 1001556 

HigWyConf-de^ 3 ' 
Subject to 
Protective Order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

435,00 

438,60 S 

440,10^ 

437,30 ' 

438,70 

438,80^ 

100,23 

101.06 

101,41 

100,76 

101,08 

101,11 


Temoin 100mg/l | 0,900 


volume preleve en ml 

5 





r 

r 

\ 

c 

i 

TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,31 8 ✓ 

0,31 1 

0,295 ^ 

0,295 ^ 

0.294 

0,251 

10 

1000 

0,647 r 

0,650 V 

0,644^ 

0.652 S 

0,634.-** 

0,602^- 

15 

1000 

0,775 s 

0,781 ^ 

0,767 ^ 

0.782 

0,774^ 

0,764^ 

20 

1000 

0,824 ^ 

0,822 ^- 

0,818 

0,812 

0,820 ^ 

0,812^- 

30 

1000 

0,869 ' 

0,870 ^ 

0,862 

0,863 ^ 

0.870 -~ 

0,868^- 

40 

1000 

0,888 1~- 

0,882 ^ 

0,893 ^ 

0,88 1-*- 

0,880 ^ 

0,888 

50 

1000 

0.892 ,^ 

0,891 ^ 

0.896 / 

0,886 ' 

0,895 

0,892 — 

60 

1000 

0,892 

0.892 s> 

0.905 ^ 

0,890 ^ 

0,897^ 

0,900 *" 

































RESULTATS EN % DISSO 

US 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

32,37 . 

35.25 

34,19 

32,32 

32,53 

32,32 

. 27,58 

2.63 

8,12 

10,0 

70.41 

71,90 

71,64 

70,73 

72,06 

69,85 

66,30 

2.18 

3,10 

15.0 

85.70 

86,45 

86,40 

84,56 

86,76 

85,59 

84,43 

1,01 

1,18 

20.0 

90,98 

92,31 

91,33 

90,56 

90,49 

91,07 

90,12 

0,78 

0,86 

30.0 

96,83 

97,75 

97,06 

95,83 

96,57 

97,02 

96.72 

0,64 

0,66 

40,0 

99,32 

100,34 

98,86 

99,70 

99.03 

98,59 

99,40 

0,64 

0,64 

50,0 

100,54 

101,28 

100,33 

100,52 

100,06 

100,73 

100,33 

0,42 

0,42 

60,0 

101,47 

101.77 

100,93 

102,00 

100,99 

101,44 

101.70 

0.43 

0,43 

0,0 










0.0 










0.0 










0,0 











6 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

32.67 

35,33 

34,56 

32.78 

32.78 

32,67 

27,89 

2,59 

7,93 

10,0 

71.07 

72,07 

72,40 

71,72 

72,61 

70,61 

67,03 

2,10 

2,96 

15,0 

86,50 

86,65 

87,31 

85,74 

87,42 

86,52 

85,36 

0.82 

0,95 

20,0 

91,84 

92,52 

92,30 

91,84 

91,18 

92,06 

91,12 

0,58 

0,63 

30,0 

97.74 

97,98 

98,09 

97,18 

97,30 

98.07 

97.79 

0.40 

0.41 

40,0 

100,25 

100,57 

99,91 

101,10 

99.78 

99,66 

100,50 

0.56 

0.56 

50,0 

101,49 

101,51 

101,40 

101,93 

100,83 

101,82 

101,44 

0,39 

0.38 

60,0 

102,43 

102,01 

102.00 

103,43 

101,76 

102,54 

102,82 

0.63 

0.61 

0,0 










0,0 










_ 0,0 










_ 0,0 











% dissous 



30 
temps 


quantity dissoute 



20 


30 
temps 


50 


r- in fnni^fiifni . 


FOURNIER 1001557 

Highly Confidential 
Subject to 
Protective Order 


0 7 


PESKE S IMPLE 


Date de la pesSe : 1997/03/20 11:21:05 




*ARR1768 * 

PRODUIT = > NALAUSF 
POIDS NET => 0.126 KG 

TARE => 0.262 KG 

POIDS BRUT => 0.388 KG 


4- 

S 

C 


on* 
crau 


<A00Afy 

JooAfto^. 


F0U *"tBR 1001558 


Prot, 


f ob iectto 


tec «ve Or der 

J 3d i>X ooje^- JJJWa_ 8sfljaW\ »po- p^othJG' yu- ch- dl 

■io-Si?? w^xjuvx'iq. d r juu^ p^j^QRja-^ ^^jo^v? ^-^.^ *V?b3?SoJL 


r 


>vio^ ^ ^aJ^^ro f^Jr^ YTowJVftsO ^qP Jo? 


ES Lip 200M CANADA LOT 48 


290 - 0 
290 . 0 
290 . 0 


290.0 
290-0 
290 « 0 
290.0 
290 „ 0 
290 = 0 


No. VaJ.eur__E 

1 0 . 0000 i cxi^ lau' 

2 0,0025™1 aOr^/U^. 

3 Q uOooi ii a, c^v>>-/t^v3o . 


o 


8 
9 


290 = 0 
290 , 0 
290,0 
290 = 0 
290 e 0 
290 „ 0 


0 . 0004 __i 
-0=0025 1 
~0 = 0004__1 
-0,0004_1 
-0.0001~i 

0 u 0028 1 


14 

1 


0«0671_ r 
0=0245 1 
0 . 0894^1 
0 . Q672_i 
0.0754.JL 
0 . Q434 "l. 


290 . 0 
290 = 0 
'90 = 0 
290 . 0 
290 . 0 
290 » 0 


JLO' 


16 
17 
18 
19 
20 


29.0 - 0 22 

290 . 0 23 

290,, 0 24 

290.0 2.5 

290,0 26 

290=0 27 


290 . 0 28 

290.0 29 

290-0 30 

290.0 32 

290 = o y.y. 


0.4295__i 
0.2436J 
0.3844_1 
0.4117.1 
0 . 3S46_1 
0=2100 1 
0.7951_i 
0. 6496_1 
0 „ 7340__1 
0,7582,1 
0.7614_Jl 
0-6386 1 


0 . 9769_1 
0 . S869_I 
0 „ 9400_l 
0.9543_1 
0 = 9794_.l 
0 . 3447 1. 



(■) 

~: A 

1 

.1. 

20 4 i" 1 

1 

± 





1 AO -t 
u A. *r / a. 


•--< o f -\ 



1 

»■ X / *+ 7. 


290 . 


I 

. 1827' 

i 

290, 

0 

38 

1 

. 2034 

_i 

290 . 

0 

39 


. 1166" 

j_ 

290. 

0 

40 

I 

= 2901. 

_i 

290 „ 


41 

1 

. 2844 


290. 
290. 


42 
43 

1 
1 

.2915_ 
.2818. 

J- 
„i 

290, 

0 

44 


.3081, 

,1 

290 =, 

0 

45 

i 

= 2346 

i 

21 90 - 

0 

46 

1 

.3703. 

_l 

290 = 

0 

47 


,3504. 


290 , 
2 9 C'i 


48 
49 

! 

•i 

= 3473. 
. 3515 


290 

0 

50 


■ 3676_ 

1 

290 . 

0 

51 


.2904-" 


290. 

0 

S"? 

1 

„ 4049_ 

.M 

290 . 

0 

53 

1 

. 3748~ 

_i\ 


0 
0 

54 

1 

.3742. 

jl 

290. 

55 

1 

=3709. 

_i 

290 . 

0 

56 

1 

.4313.. 


290 „ 

0 

57 

X 

.JS.416 

"1 

290 » 

0 

58 

1 

.5295, 


290 = 

0 

59 

1 

. 5386. 

~i 

290. 

0 « , 

60 


.5361. 

..1 

290 . 

61. 

1 

. 5358_ 

.1 

290 - 

0 

62 

i 

, 5554.. 

_i 

290. 

0 

63 

1 

.4657" 

"i 


FOURNtER 1001559 
protective Order 


DISSOLUTION 


/^Mnr finNS ET MnnccnpfRATOIRES 

OPERATEUR : A GRANDJEAN 
DATE : 20/03/97^ 
APPARE1L: gal 103 108.^ 
LONGUEUR D'ONDE : 290 nm ' 

CUVEenmm: 2mm * 


f pr p fl qATION PFS FCHAN TIUONS 


m:\comnHjnNglnq\traitdonNdistem5 
date edition: le 06/02/97 


TITRE: gelutes(ip200M Canada lot 48 <* 

N* CAH1ER : Lf 178ter dissolution n°1 p72 ^ 

m:\commun\glnq\donnbase\lf 178ter\dissolution\lot 48 Canada 
LSNaO,025M - 


FICHIER : 
ELUANT : 
AGITATION : 75 TPM 


masse de la prise d'essai 
quantite de principe actrf 


rna«se theoriqud 200 


dosaqe theorique 
~ CELLULE 1~ 

200 

CELLULE 2~ 

en mg ^ 
CELLULE 3~ 

CELLULE 4 
200,00 

CELLULE 5 
200,00 

CELLULE 6 
200,00 

200,00 
200,00 

200,00 
200.00 

200,00 
200,00 

200.00 

200,00 

200.00 


FOURNIER 1001560 

H, *ghly Confidential 

Subject to 
Protective Order 


Temoin 100mqfl | 0,900 ~| 


^HVIPIM a, niggnLimON 



U /' o 


fo. 


f 


J 
.£ 


(Act) 
C7Ui 
CU6 


': ] 


•5"-. H ^ *e--4A/i^9V ftc&.o^,^ 

P^{k/o&ftr\*_-K>'~ dU_ ^ h-^ <T T-. s JLo JS io 'bo ^6 6b J2o iwA 

) J J > j > / / 

FOURNIER 1001561 
Highly Confidential j 


Subject to 
Protective Order 


DISSOLUTION" 


OPERATEUR 
DATE 
APPARE1L 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRAND JEAN 

21/03/97,.' 
gat 103 108 / 
290 nm y 
2mm 


masse theorique 


dosage theoriqm 


m:\commun\glnq\traitcJon\distem5 
date edition: 1e 06/02797 


TTTRE : gelules tip200 M Canada lot 49 - 

N° CAH1ER : U 178ter dissolution n*1 p76 

FICHIER : m:\comnuJn\#nq\dorvto^ 49 Canada 


ELUANT : 
AGITATION : 


LSNa 0.025M 
75TPM 


200 
200 


nmg/ 


FOURNIER 1001562 

Highly Confidential 
Subject to 
Protective Order 


masse de la prise d'essai 
quantite de principe actit 


CELLULE 1 


200.00 


200,00 


CELLULE 2 


200,00 


200,00 


CELLULE 3_ 


200,00 


200,00 


CELLULE 4 


200,00 


200,00 


CELLULE 5 


200,00 


200,00 


200,00 


200,00 


Temoin 100mg/l | 0.900 I 


cii ^nF LA D ISSOLUTION 



temps % OV^KVV 


3 


07 


^LONGUEUR D DNDE FIXE 


i 

i 


Lambda 


No . 


Valeur E 


290 
290 


.0 
,0 
i0_ 


0-0000. 
0.0025. 
-0.0001. 


290 . 

290. 
290 = 
290. 
290. 
290 . 


m 

290, 
290. 
290 = 
290. 
290 = 
290, 
"^0" 
290. 
290. 
290, 
290, 
290, 


75 

0 
O 

o 
o 

0 


4 
5 

/ 6 

7 

e 

9 

To" 

ii 

12 
13 
14 
15 
16 


TT 

ie 


0 , 19 

0 20 

0 21 

0 22 


-0-0001. 

0 - 0004. 

0 . 0002, 
-0.0014 

0 - 0002. 

0,0002 

0,0108. 

0.0123 

0.0157. 

0.0107. 

0.0300. 

0,0130. 

0.0129 

0,1833; 

0,2292. 

0 = 1267. 

0-1219. 

0.1975. 

0.2010 


$rZ- cw- Iojl>1 . 


290, 
290, 
290 = 
290. 
290 = 
_290 , 


0 23 
0 24 
0 / 25 
0>S 26 
0 27 
0 28. 


0 . 5260. 
0,6972. 
0.3578. 
0.5086. 
0.5166 
0-5984 


290, 
290, 
290 = 
290, 
290, 
290 = 


29 
30 


0 ^ 32 

0 33 
0 34 


0,3387. 
0,9457. 
0.6873, 
0.8380. 
0.8176, 
0 . 8989 


_1 

JL_ 

.1 

_i 
_1 

J- 
_1 
J. 

J. 
_i 
_i 
_i 
_i 
_i 
"l 
_i 
_l 
_i 
_i 
I 


! FOURNIER 1001563 

Highly Confidential 
Subject to 
Protective Order 


290 . 0 

35 

1.1226.1 

290 . 0 

36 

1.1B70.I 

290 . 0 

37 

1.0706.1 

290 . 0 

3S 

1 . 1362.1 

290.0 


I c 1174.1 

290 . 0 

40 

1.1251.1. 

290.0 

41 

1.2371.1 

290 . 0 

42 

1.3103.1 

290.0 ; 
290 . 0 ^° 

43 

1.2421.1 

44 

1; 2589.1 

290 . 0 

45 

1„ 2632.1 

290 . 0 

46 

1„2769 1 

290 . 0 

47 

1.3400.1 

290.0 

48 

1.3511.1 

290.0^ 

49 

1 . 3300.1 

290 . 0 

50 

1 .3398.1 

290 - 0 

51 

1 .3651.1 

290 . 0 

52 


290*0 " 

53 

■1.3821.1 

290 . 0 

54 

1.4146.1 

290.0 r 
290.0 bo 

)55 

1.4116.1 

56 

1.3867.1 

2.90 * 0 

57 

1 .4327.1 

290 . 0 

58 

1 .4159 1 

~ 290,0 

59 

1.5316.1 

290.0 

60 

1 . 5774.1 

290,0 \ 7 J 61 
290.0 J£o 62 

1 . 5772.1 
1 . 5433.1 

290 . 0 

63 

1 . 5783.1 

290 . 0 

64 

1 - 5404.1 


J o 


E>ESEE SXMiE>X.E 

Date de la pesee : 1997/03/24 10:44:12 



*ARR1768 
PRODUIT => NALAUSF 
POIDS NET => 0.109 KG 

TARE => 0.265 KG 

POIDS BRUT => 0.374 KG 


3 


i. 



8^ 

9^- 


J 

















t 



1 





3 


2) 

& 


2} . CoAdllbL o-va cixmo^J^ov> 

ftB--tt/M*K /K- ^ ^" 7 - 


^ cUioJ ^P&^fA *»zJ« 


LONGUEUR D ONPr FIXE 


Lambda 

No. 

Valeur^t 

290 - 0 

1 

-0 . 0000 1 

290 . 0 


-0.0006__i 

290 u 0 


0.0001 1 

290 . 0 

4 

-0 .0003_1 

290 « 0 

5 

-0 . 0020 1 

290 . 0 

6 

-0 , 0020 1 

290-0 

7 

-0 . 0002_ 1 

290 . 0 

8 

-0 . 0002_1 

290 . 0 

9 

-0 . 0002__1 

290.0 

10 

0 ■ 0482„1 

290 u 0 

11 

0-0151™i 

290 . 0 

12 

0..0638__i 

290 - 0 

13 

0 . 0296_1 

290, 0 

14 

0 » 0122__1 

290 - 0 

15 

0.0223 1 

290-0 

16 

0 . 2303__i 

290 . 0 

17 

0- 1394_1 

290 . 0 

IS 

0 ,.4416„„1 

290 » 0 

19 

0.1933__1 

290 „■ 0 

20 

0„2776_i 

290-. 0 

21 

0.1737 .1 


24-03-1996 


13;; 24 


F0URNIER 1001565 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRFfi 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRANDJEAN 
24/03/97 
gal 103 108 
290 nm 
2mm 


TTTRE : gelules Iip200 M Canada lot 50 

N" CAHIER : U 178ter dissolution n»1 p78 

FICHIER : m:\comrnuntynq\donnbase\lf 1 78terVjissoJ'ution\k)t 50 Canada 

EL U A NT : LSNa0,025M 

AGITATION: 75TPM 


PREPARATION PES ECHANTlLLONfi 



masse theorique 

200 






dosage theorique 

200 

en mg 











CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

quantite de principe actif 

200,00 

200,00 

200,00 

200,00 

200.00 

200,00 


Temoin IQOmg/lj 0,900 


FOURNIER 1001566 

Highly Confidential 
Subject to 


volt 

me preleve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CF1 LULE5 

CELLULE 6 

0 

0 

0 . 

0 

0 

O 

0 

0 

5 

1000 

0.048 — 

0,015 - 

0,064 — - 

0.03 — 

0.012^- 

0,022.-' 

10 

1000 

0.23.- 

0,139 /- 

0,442 — 

0,193 — - 

0,278 ^ 

0,174 — 

15 

1000 

0,531 ^ 

0,473 ^ 

0,839 ^ 

0,562 — 

0,734 ^ 

0,567/ 

20 

1000 

0,842 / 

0.789 ^ 

1.028 ^ 

°> 867 / 

0,977/ 

0,876,^ 

30 

1000 

1.158^ 

1,117 — 

1.244 — 

1,159 — 

* 1.23 — 

1,168,- 

40 

1000 

1.3 _ 

1,296 

1,323.- 

1,299- — 

' 1,335^- 

1.308.- 

50 

1000 

1,39..- 

1,382^- 

1.43 > 

1,364/ 

1,406 

1.377—- 

60 

1000 

1.437.^ 

1.443 / 

1.476-' 

1,451 - 

1,466 / 

1.443 - 

120 

1000 

1.587." 

1,545 - 

1.564 V 

1,497—- 

1,592.*- 

1,541 — 


























RESULTATS EN % DISSOUS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CF1IUI.E3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5.0 

1,77 

2,67 

0,83 

3,56 

1,67 

0,67 

1,22 

1.13 

63,96 

10,0 

13,49 

12,79 

7,73 

24.57 

10,73 

15.45 

9,67 

6,04 

44,79 

15,0 

34,39 

29,58 

26.32 

46,75 

31.28 

40,86 

31,55 

7.75 

22,55 

20,0 

50,05 

47.00 

44.01 

57.48 

48,38 

54,56 

48,88 

5.01 

10.01 

30,0 

66,02 

64,79 

62,45 

69,77 

64,85 

68,89 

65,34 

2,77 

4,20 

40.0 

73,61 

73,00 

72,70 

74,50 

72.95 

75,06 

73,45 

0.96 

1.30 

50,0 

78,49 

78,36 

77.84 

80,82 

76,92 

79.38 

77,64 

1,40 

1,79 

60,0 

82,28 

81,36 

81.61 

83,77 

82,13 

83.10 

61,69 

0,95 

1,16 

120,0 

88,33 

90,09 

87,68 

89,07 

85,09 

90,51 

87,54 

2.00 

2,26 

o f o 










0,0 










0,0 










RESULTATS EN QUANTIT 

E DISSOUTE 





TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

OH I I.H.E 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

3,54 

5,33 

1,67 

7,11 

3.33 

1.33 

2,44 

2.26 

63.96 

10.0 

26,98 

25,58 

15,45 

49,15 

21.46 

30,90 

19,35 

12,09 

44.79 

15,0 

68,78 

59,15 

52.64 

93.50 

62,57 

81,72 

63,11 

15,51 

22,55 

20,0 

100.11 

94,01 

88,02 

114,97 

96,77 

109,12 

97,76 

10,02 

10,01 

30,0 

132,03 

129,58 

124,90 

139,54 

129,70 

137,78 

130,69 

5,54 

4,20 

40,0 

147,22 

146,01 

145,41 

149,01 

145,90 

150,13 

146,89 

1,91 

1,30 

50,0 

156.99 

156.73 

155.68 

161,63 

153,84 

158,76 

155,29 

2,80 

1,79 

60,0 

164,56 

162,72 

163.23 

167,54 

164,26 

166.21 

163,38 

1,91 

1.16 

120,0 

176,66 

180,19 

175,36 

178,14 

170.18 

181,02 

175.08 

4,00 

2,26 

0,0 










0,0 










0,0 











% dissous 



quantite dissoute 



60 
temps 


— h— 
80 


100 


i 


H 1 

$ 

W 
M 
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FOURNIER 1001567 

Highly Confidential 
Subject to 
Protective Order 
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p*SO 


3ELULES LIP200M LOT 2177 


5-03-1996 


11; 


.am baa 


No, 


Valeur 


FOURNIER 1001568 

Wflhly Confidential 

Subject to 
Protective Order 


290 „ 
290 = 

0 
0 

1 

7* 

-0 = 0000_lte o-U|<v*^ 
0 . 0034™i£SvWt$Uo. 





290 . 

0 


0.0001 1-fttT. t^O 






290 , 
290 . 

0 
0 

4 
5 

0 =, 0006.1 
0 « 0006 __i 

290 
290 

n 0 
« 0 

34 
35 

1 

1 

.2153.1 
- 1594.1 

290 , 

290 v 
290 

0 
0 
0 

6 

! 

8 

0 3 0010.1^> 

-0 „ 0000.1 
0- 0040^1 

290 
290 
290 

.0 
. 0 
. 0 

36^1 

37 1 
33 1 

. 2603.1 
„ 1780.1 
. 2072.1 

290 . 

0 

9 

-0,0001 1 

290 

. 0 

39 

J. 

=2272 1 

290 , 

0 

10 

0.0136.1 

290 

-0 

40 

1 

. 3287.1 

290 . 

0 

1.1 

0.0075.1 

290 

. 0 

41 

1 

, 2520.1 

290. 
29Q . 

0 

o 

12 

0«0291„lW 
0.0833.1 j 
0-0011_l£ 

290 
290 

. 0 

- 0 

42 yi 

43 1 

tx 3620. 1 
- 2580__1 

290 b 

o 

14 

290 

» 0 

44 

1 

.3143.1 

290 = 

o 

15 

0.0367 1 

.290 

,0 

45 

1 

.3304 1 

290 „ 

o 

16 

0» 2963.1 

290 

.0 

46 

1 

, 3622.1 

290. 

o 

17 

0 ■ 2993„1 

290 

. 0 

47 

1 

.3102.1 

290 . 

o 

IS 

0.39933- 

290 

* 0 

48 5b 


,4061.1 

290 

0 

19 

0.4682.1}© 

290 

-0 

49 

•j 

„ 2820.1 

290 , 

0 

20 

0*2434.1 

290 

.0 


1 

„ 3477.1 

29C 

o 

*~> i 

0=4199 1 

290 

. 0 

51 

1 

- 3777.1 

290 , 

o 


0.7502.1 

290 

,0 

52 

1 

. 3921.1 

290 


23 

0.7177„1 

290 

= 0 

53 


„ 3240.1 

290 
290 
290 

o 

. 0 

. 0 

24 
25 
26' 

0,8283.1^/ 

0.3064.1 

0.7137_i*S 

290 
290 
290 

. 0 

,0 
0 

54/-v 
55 6 ° 

56 

i 
■i 

j. 

«421i„l 

p OJ. / •-• i 

=3774 1 

S?o- 

. 0 


0.3476. 1 

290 

.0 

^7 

1 

^092„1 

290 

n 0 

26 

0 . 9932.1 

290 

« 0 

58 

1 

. 5022.1 

290 
290 
290 

. 0 

-= 0 

uO 

29 
30 

~T -j 

0 = 9373" 1 

i.0423_U 

0.993S.i 3> 

290 
290 
290 

.0 
.0 
.0 

59 ; 
61 

1 

-L. 
1 

. 4468.1 
. 5655.1 
.4417.1 

290 

290 

-0 

r.O 

TO 

33 

0-9557.1 
1.0399 1 

290 
290 

N 0 
.0 

62 
63 * 

1 
1 

J- 

. 5293.1 
.5311.1 


i 


i 


i 
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DISSOLUTION 


r puomoNS PT MODES OPERATOIRES 

OPERATEUR: A GRANDJEAN 
DATE : 25/03/97 r 

APPAREIL: gal 103 108.^ 
LONGUEUR D'ONDE : 290 nm s 

CUVE en mm: 2mm ^ 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE : gelules Iip200 M lot 2177 

N° CAHIER : U 178ter dissolution n°1 p81^ 

F1CHIER : m:\commun\glnq\donnbase\lf 1 78ter\dissolutk>n\»ot 21 77 

ELUANT: LSNa0.025M .... 

AGITATION : 75 TPM 


pppPARATION npcj FCHANTILLONS 


masse de la prise d'essai 
quantite de princtpe actif 


masse theorique 

200 

en mg 

dosage theorique 

200 




CELLUIF 1 

OR LUl E 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200.00 

200,00 


Temoin 100mg/l | 0,900 I 


FOURNIER 1001569 

Highly Confidential 
Subject to 
Protective Order 


SUM DE LA D ISSOLUTION 

volume preleve en ml 


TEMPS 


10 


20 


30 


50 


60 


120 


volume en ml 


1000 


1000 


1000 


1000 


1000 


1000 


1000 


1000 


1000 


CELLULE 1 


0,014^- 


0,296 , 


0,75 S 


0,993 . 


1,216 ^ 


1,329 


1,362 


1.392 , 


1,502 ^ 


CELLULE 2 


0,008.- 


0,718..^ 


0,938. 


1,159 y 


1,252.. 


1,31 - 


1,324 , 


1,447 , 


CELLULE 3 


0,029 ^ 


0.399 . 


0,828 .. 


1,042 . 


1,26, 


1,362„ 


1,406^- 


1.421, 


1 ,566 - 


CELLULE 4 


0 

0,084 - 


0,468^ 


0.806 . 
0,994 


1,178,. 


1,258. 


1.282 « 
1.317 , 


1,442,-- 


CELLULE 5 


0 

0,001 . 


0,243. . 


0,956,^ 


1,207 . 
1,314. 


1,348 ■ 
1,377 . 


1,529 > 


CELLULE 6 


0 

0,037 — 


0.42 - 


0,848 ~ 
1,04^ 


1,227^* 
1,33^ 


1,378 . 
1,409 . 


1,531 


RESULTAIS fcN "A Uiaau 
TEMPS 

MOYENNE 

OFIIUIF1 

CELLULE 2 

CELt.Ul F3 

PR l 111 F 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0.0 

0,00 

0 

0 

0 

0 

0 

0 



5.0 

1,60 

0,78 

0,44 

1.61 

4.67 

0,06 

2,06 

1,67 

104,49 

10.0 

19.68 

16,45 

16.61 

22,17 

26,02 

13,50 

23,34 

4,86 

24,67 

i 15.0 

43,29 

41,75 

39.97 

46,12 

44,93 

39.73 

47,24 

3,23 

7.47 

; 20,0 

55.54 

55,46 

52,40 

58,24 

55,60 

53,38 

58.14 

2,39 

4,31 

30,0 

67,70 

68,13 

64,93 

70,64 

66.10 

67,59 

68,82 

2.01 

2,98 

40,0 

73,57 

74,74 

70,42 

76,66 

70,87 

73,87 

74,88 

2.45 

- 3,32 

i 50.0 

76,17 

76,94 

73,99 

79,48 

72.55 

76,12 

77.92 

2,55 

3,34 

1 60.0 

77,97 

78.99 

75.13 

80,70 

74,85 

78.11 

80,02 

2,47 

3.17 

J 120.0 

85,54 

85.49 

82,34 

89,15 

82.16 • 

86,93 

87.19 

2.81 

3,28 

0.0 










0.0 










0.0 










RESULT ATS EN QUANTfT 

EDISSOUTE 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CEIIUIF4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

3.20 

1,56 

0,89 

3,22 

9,33 

0,11 

4,11 

3.35 

104.49 

10,0 

39,37 

32,90 

33,23 

44,35 

52,05 

27,00 

46.69 

9,71 

24,67 

15.0 

86.58 

83,51 

79,95 

92,24 

89,86 

79.47 

94,48 

6,47 

7.47 

20.0 

111,07 

110,92 

104.79 

1 16,48 

111,20 

106.75 

116.28 

4,78 

4.31 

30.0 

135,40 

136,25 

129,87 

141,28 

132,20 

135,17 

137.64 

4,03 

2,98 

40,0 

147.15 

149.48 

140,85 

153,31 

141,74 

147,73 

149,76 

4,89 

3,32 

50.0 

152.33 

153,89 

147,99 

158.96 

145,10 

152,24 

155.83 

5,09 

3.34 

60.0 

155,94 

157,98 

150,27 

161,40 

149,71 

156,21 

160.04 

4,94 

3,17 

| 120,0 

171,09 

170,97 

164,67 

178,30 

164,33 

173,87 

174,38 

5,61 

3.28 

! 0,0 










i 0.0 










; 0,0 











% dissous 


100,00 
80,00- 
60.00 
40,00 
20.00- 
0,00 


20 


40 


60 
temps 


80 


100 


120 


quantite dissoute 


200 T 
150 
100 
50 + 
0 



20 


— — I — 
v ,60 
temps 


80 


100 


120 




lots Canada 

temps 

lot 2177 

lot 48 

lot 49 

lot 50 

0 
5 
10 
15 
20 
30 
40 
50 
60 
120 

0,00 
1.6CL* 
19,68v 
43,29 
55,54^- 
67,70,* 
73,57.,- 
76,17r 
77,97^ 
85,54^ 

0,00 

3,39. 

19,14, 

40,27, 

52,00.. 

65,67 „ 

72,11 , 

76,04 , 

78,46.* 

86,84^ 

0,00 
0,75' 
9,82^ 
29,73/ 
46,75 < 
63,02^ 
71,05 , 
75,94^ 
79,67,, 
88,41 ^ 

0,00 

1.77' 
13,49 
34,39^ 
50,05 ... 
66,02 - 
73,61" 
78,49/ 
82,28-' 
88,33/ ( 


60,00 
50.00 
40,00 
30,00 
20,00 
10.00 
0,00 


comparison des dissolutions de gtSlules lip200M 




— -4 





-tot 2177 
-lot 48 
-lot 49 
-tot 50 


GO 

temps en minutes 


pages 72 a 83 
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FOURNIER 1001570 

Highly Confidential 
Subject to 
Protective Order 


E>ESEE S IMPLE 

Date de la pesee : 1997/04/03 11:26:55 




*ARR1768 * 
PRODUIT => NALAUSF 
POIDS NET => 0.128 KG 

TARE => 0. 154 KG 

POIDS BRUT => 0.282 KG 


FOURNIER 1001571 j 

Highly Confidential \ 

Subject to ; 

Protective Order i 


J ft, cL 




o e->*ft JL00J ,0 


JUU 







\ 








<=>£> (<=><( (Sh 








" X 




s 









■fie- aMjw-. 


3. ^eo&x. 


Coin 


8 


03.04.97 13:13:14 
Code 2394.91-14 


ID 


1 


0.0"000 


0,0000 g 
0.6917 g 

0.0800 g 
0.6970g 

8.0000 g 
0.6924 g 


ID 


8.6860 g 
0-0000 g 

0-6932 q 


FOURNIER 1001572 

w »Wy Confidential 
Subject to 

Protective Order 


^(W^-Jr die S ^ JU, ^Ql 


1 


\ 

S-H- £ T-S ; JUo J£ 4a, *%o <*o "so^ 6p Jlo 

<-U 0} ,Q 4f ; 




(ji;: 


JL. 9, 



^ \ 



J 




i 



^ oC+ faU (y6- fee- hI'hIb^ 

.3) 



^_ &Q/j/f$>- fee, ^Mav 

<1 







WO^ lob IS* *6- 4 K /«3 V 




/4l o^MAw- k(ii!s^ 


2> . \ cbva 


94.04.9? 


89:04:40 
2394. 01 -IS 


ID 


ID 


1 


ID 


0.0000 S 

0.6932 g 

0.0000 

0.6S 


ID 


0.0000 g 
0.6978 g 

0.0O00 g 
0.6990 g 


ID 


0.8000 g 
0.6909 g * 

6 

0.0000 g 

0.6945 g 

FOURNIER 1001575 

Highly Confidential 
Subject to 
Protective Order 


I 



Wo 


1 

J 




i 




3 












C 





94.04.97 10:44:95 
Code 2394.01-14 


ID 


ID 


1 


0,0000 s 

0.6987 q 


ID 


ID 


3 

0,6373 


0.0000 g 
0.6930 g 

0.0000 g 
0.6935 g 


ID 


.6833 g FOURN, ER 1001576 

Subject to 
Protective Order 


,'x ■,-- r -i"i i -.-;-r-f-.- rf 


u , 


6sX^ oy, c^^oQ^TXo^ 


DISSOLUTION 


CONDITIONS ET MODES O PERATOIRES 


OPERATEUR 
DATE 
APPARE1L 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRANDJEAN 
04/04/97^ 
gal 103 108/ 
290nm - 
2mm r 


T1TRE: 
NVCAHIER : 
RCHIER : 
ELUANT : 
AGITATION : 


PREPARATION PES ECHANTILLONS 


masse theorique 

694,4 

dosage theorique 

160 


en mg „ 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


comprime fenofibrate 160mg lot 2394/01 Rg 14kg de durets.-- 
LF178terp90 

m\conunun\gln(^nnbase\in78tertdissolu1k)n\k)t 2394/01 Rg 14kg 
LSNa 0,025M 
75TPM ^ 


FOURNIER 1001577 

Highly Confidential 

Subject to 
Protective Order 


masse de la prise cfessai 
quantite de principe actif 


CEiXULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

698,70 S 

687,30 , - 


693,00 / 

693,50 ^ 

683.30 

160.99 

158,36 

0,00 

159,68 

159,79 

157,44 


Tfemoh 100mg/l | 0.900 I 


volume preleve en ml 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,498, 

0,559/ 


0,598/ 

0,51 tx 

0.648X 

10 

1000 

0,979.' 

0,998 ^ 


1.027/ 

0.985 - 

1.045/ 

15 

1000 

1,158.x 

1,160/ 


1,167,-, 

1,175 ^ 

1,173 ^ 

20 

1000 

1,245^ 

1,251/ 


1.236/^ 

1,264^ 

1,236^ 

30 

1000 

1,326/ 

1,324.^ 


1,307 s 

1,350/ 

1.303^ 

40 

1000 

1,360/ 

1,359 ^ 


1,333 s 

1,376- 

1,331/ 

50 

1000 

1,379- 

1,378^ 


1.351 ^ 

1,399 ^ 

1,350^- 

60 

1000 

1,390^ 

1.383^ 


1,355 / 

1,403^ 

1,347 

































RESULTATS EN%DISSO 

JS 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0.00 

0 

0 

0 

0 

0 

0 



5,0 

39,29 

34,37 

39.22 


41,61 

35.53 

45,73 

4,62 

11,75 

10,0 

70,45 

67,74 

70,22 


71,67 

68,67 

73.98 

2,48 

3,51 

15,0 

81,95 

80,43 

81,93 


81,77 

82,22 

83,38 

1.06 

1,29 

20,0 

87.92 

86,84 

88,73 


86,98 

88,82 

88.24 

0,95 

1,08 

30.0 

93,63 

92,86 

94,29 


92,35 

95.24 

93,40 

1,15 

1,23 

40,0 

96,17 

95,66 

97,21 


94,61 

97,52 

95,84 

1,19 

1.24 

50,0 

98,01 

97,44 

99,02 


96,33 

99.59 

97,65 

1,30 

1,33 

60.0 

98,78 

98,68 

99.85 


97,08 

100,36 

97,91 

1,35 

1,37 

0,0 










0.0 






* 




0.0 










0,0 










RESULTATS EN QUANTTT 

E DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

62,53 

55,33 

62.11 


66,44 

56,78 

72,00 

6,89 

11,02 

10.0 

112,18 

109,05 

111,20 


114.44 

109,73 

116,47 

3,17 

2,83 

15,0 

130.49 

129,49 

129.75 


130,57 

131.39 

131,27 

0,86 

0,66 

20.0 

140,01 

139,80 

140,51 


138.88 

141.93 

138.93 

1,27 

0,90 

30,0 

149,10 

149,49 

149,32 


147,46 

152.19 

147,06 

2,04 

1.37 

40,0 

153,15 

154,00 

153.94 


151,08 

155,83 

150,89 

2,12 

1,38 

50,0 

156,08 

156,87 

156.81 


153,82 

159,15 

153,74 

2,30 

1,47 

60,0 

157.30 

158,86 

158,13 


155.01 

160,37 

154,16 

2,63 

1,67 

0,0 










0,0 










0,0 










0,0 












quantite dissoute 



20 


30 
temps 


50 


60 " 


$ 

$ 
I 

B 

I 
I 


C: ! 

<>- NT- S -^O J S '"W *^ r^- vx 


^>ax-^ o^noYo o^ajf^L. 


J3NGUEUR D ONDE FIXE 


FOURNIER 1001578 

Highly Confidential 
Subject to 
Protective Order 


Lambda 

29 O u 0 
290-0 
290 - 0 


No - 
1 


Valeur__E 

0 « 0000_i 
-0 = 00 5 ill 
-0 , 0001 


290 

, 0 


4 

-0 . 000 i_. 

290 

» 0 


5 

-0 » 0001 

290 
290 

- 0 
. 0 

/ 

o 

6 
7 

-0„0001_. 
— 0 „ 0001 

290 

= 0 



-0.00G1_ 

290 

„ 0 


c? 

— 0 - 0001 

290 

B 0 


1.0 

0 = 4983_ 

290 
290 

= 0 

u 0 

s' 

JL J. 

12 

0,5586_ 
0. 5983„ 

290 

r. 0 


13 

0 « 5106___ 

290 



14 

0.6475 


29 V „ 0 

290 r. 0 


JLo' 


15 


ia 

19 


0 « 9794_i 
0»9984__i 
1 -0265_1 
0.9845_1 
1,0453 1 


. ( i 


290 
290. , 0 
290 . 0 


20 
f 01 


1 „ 1.577_1 
1«1595_1 
1 „ 1667„1 
1 « 1745._1 

i « i/ZzTi 



04-04-1996 

10: 51 

- 290 

= 0 



a 2452_l 

290 

- 0 

26 

1 

.25i0_l 

290 



1 

.-2360„1 

290 

0 

28 

1 

„ 2636„1 

290, 

O 

29 

*i .. 



U 

SO" 

J. c 


290 . 

0 

31 

*i 

3237_1 

290 = 


32 

1 . 

3065__1 

290 , 

0 


1. 

3496_1 

290 n 

o 

34 


3031 1 

290 r. 


■J' I- 1 


3603_1 

290 =, 


-J>6 


3591__1 

290 e 


37 



9 O 


38 

■j 


290 - 




3310 1 

290 . 


40 

JL a 

3789__1 

"7 Cji e 

o 

/T. 1 


3784_1 



42 


3510.__1 



43 


3989__1 

290 r 


44 

1 n 

3498 1 

■290. 
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45 

j. K 

3904_1 

290. 
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FOURNIER 1001579 

H '9hly Confidential 

Subject to 
Protective Order 


O^/oiy/Sa- ^_ fee- ^/v 
oV/o(r/3d- ^_ fee- W*i/9> 


±>. * t^iiUi^ Jul. 


0,0 


07.04.97 

Code 


13:48:55 
■2393.01 


ID 


1 


ID 


ID 


ID 


0.0 mg 
454. 1 mg 

0.0 mg 
458-9 mq 


ID 


9.0 mg 
460.8 mg 

0.0 mg 
458.2 mg 


ID 


8,8 mg 
452.4 mg 

8.8 mg 
443.4 mq 


— 


VToOVftoO 


FOURNIER 1001580 

Highly Confidential 

Subject to 
Protective Order 


LF178TER LOT 2393/OiRG ENROBE OPAORY QY 


07-04-1996 13s 4c 


Lambda 

290 :i 0 
290,0 
290.0 
290 B 0 


No „ 
1 


Va.l. eur E 


0,0004 I ^ ^ cuJt/cul 
-0 , 00 1 9 _i / &Je^ 

-o.oooi._i cJiiOc/^Wo. 


DISSOLUTION 


CONDITIONS ET MflDFfi n pERATOfR Fg 


m:\commun\gJnq\traitdon\distem5 
date edition: te 06/02/97 


OPERATEUR 
DATE 
APPARE1L 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRANDJEAN 

07/04/97^- 
gal103 108 
290 nm y 
2mm y 


TTTRE : 
N" CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


comprimes enrobes OPADRY OY lot 2393/01 RG 
LF 178terdissolutionpage 92 ^ 

m:\commun\glno^donnbase\ll178tertdissolutionUot2393ra01 


LSNa 0.025M 
75 TPM_ 


PREPARATION PES FfrHA^jfi i n^c 


masse theorique 

F 100 

dosage theoriquE 

100 


FOURNIER 1001581 

Highly Confidential 
Subject to 
Protective Order 


masse de la prise d'essai 
quantite de principe actif 



OC30 

a 
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0 . 1636 1 
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A V 
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A 

J. 7 
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21 
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n l -' 


22 

O 7S44 1 s 

"QA 

B O 


23 

0 = 7523 • I ^ 

99() 

b { \ 


24 

0 * 7726 1 


u t ' 


25 

0.7715 1 

290 

.0 


26 

0 ■ 7686__i 

290 

>i 0 


27 

0-7760 1 

290 

,0 


28 

0„825i_l 

290 

.= 0 


29 

0.8218„1 

290 

0 

So' 

30 

0 . 3244..._1 

290 

. 0 

31 

0.8173„i 

290 

-0 


32 

0 - S287_i 

290 

.0 


33 

0.8217 1 

r~. , . . 


290 .0 34" 
290.0 35 
290.0 ; 36 
290,0 » 37 
290 „ 0 38 
290 . 0 39 


290 .. 0 7XT 
290,0 41 
290 .0 42 
290.0 V/ 43 
290.0 44 
290.0 45 
290.0 46 
290,0 47 
290.0 «r / 48 
290.0 49 


0.8764__1 
0.85S5_1 
0.36 7 5_1 
0.8734_1 
0 B 872u"l 


"7. VUi3_l- — 
0 . 8842._1 
0-883 ill 
0 S305_l 
0 o 8858_l 
°-QS58 1 ^ 


290 . 0 
290. Q 
290,0 
290.0 


50 


0. 9056 __i 
0.8954_i 
0 . 8S48_1 
0.8819_1 
0.8897.1 
0-B920 1 


52 
53 


290 u 0 ^ /54 


, o 


290,0 °0 55 
290 . 0 56 
290.0 57 


0 . 8943_1 
0.3930__1 
0«8875_1 
0.8842_1 
0.8930__i 
0,3927 1 
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Highly Confidential 

Subject to 
Protective Order 
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Protective Order 
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LF 178 TER LOT RG 2394/01 14 KG 


« 290.0 
I 290.0 
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Lambda No. Valeur_E 


iff) 


04-06-1997 • 22:53 


11/ 


0.0000_1 
0.0037_1 
0.0000 1 


290. oro 

290.0 

290.0 

290.0 

290.0 

290.0 

290. 0t 5 ' 

290.0 

290.0 


1 
2 
3 
4 
5 
6 

T 

8 
9 


-0.0008_1 
-0.0006_1 
-0.000U 
-0.0005_1 
0. 0007.1 
-0.0005,1 
0.4Xb6_l 
0.3639.1 
0.4003.1 


290.0 a,' 
290.0 

31 

1.2746 1 

32 

1.2996.1 

290.0 

33 

1.3016 1 

290.0 

34 

1.2448 1 

290.0 

35 

1.2984.1 

290.0 

36 

1.2623_1 

290. Or/*' 
290.0 * 

37 

1.2993.1 

38 

1.3448.1 

290.0 

39 

1.3472 1 

290.0 

40 

1.3248 1 
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FOURNIER 1001584 


Highly Confidential 
Subject to 
Protective Order 


290^ 

290.0 


29 
30 


1.1890 
1.2406. 


290.0 


60 


* 


3949 1 


DISSOLUTION 


mfsin rnONS FT H^nES OPERATOIRES 

OPERATEUR : D.LECRIT T1TRE : 

DATE : 07/04/97 - N« CAHIER : 

APPAREIL : GAL 233 GAL 091 FICHIER : 

LONGUEUR D'ONDE : 290 nm >■ ELUANT : 

CUVE en mm: 2 ' AGITATION : 


m:\commun\ojnqVraitdomdistern5 
date Edition: le 06/02/97 


LF 178 TER RG 2394/01 a 14 KG 
178 TER n°1 ; V* 

l^nmiun\glrK(\donnbase\U178tef\cfissotuUon\lot2394RG01 14 kg 
LSNa 0.025 
75 TPM , 


FOURNIER 1001585 
Highly Confidential 
Subject to 
Protective Order 


P R E PARATION , pr<i FfiHAtfTILLONS 


masse theoriquej 

694,4 

dosage theoriqu^ 

160 


masse de la prise d'essai 
quantite de principe actif 


o ww»es tS" ^ ^ V 6 ' ^ ^ 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

688.10 s 

694,30 

692,80^ 

695.10.x- 

695,30 It 

693.80 ^ 

158,55 

159.98 

159.63 

160,16 

160,21 

159,86 


Temoin 100mg/l | 0.900 1 


•4 
O 


siip/^P LA DISSOLUTION 

volume preleve en ml 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,476 .. 

0,364..- 

0,4 ^ 

0.347 

0.405 ^ 

0,334 

10 

1000 

0,942^- 

0,811 x- 

0,785 / 

0,968 s 

0.916 S 

0,917 - 

15 

1000 

1,068 / 

1,167 * 

1,116 .s 

1,115^ 

1,142/ 

1,097-- 

20 

1000 

1,214./ 

1.254 y 

1,18 ' 

1.198 y 

1,189 ^ 

1,241 * 

30 

1000 

1.275/* 

1.3^ 

1,302 s 

1,245 s- 

1.298 - 

1,262/ 

40 

1000 

1,299-- 

1.345 ^ 

1,347 ^ 

1,325 - 

1.337 — 

1,351 ~- 

50 

1000 

1,321 

1.299 -* 

1,336 ' 

1.266 

1,284 y 

1,357 

60 

1000 

1.259 

^ 

1,291 S 

1.34 ^" 

1,366 

1,36 — 

120 

1000 

1,338^ / 

1,393^ 

1,375 ^ 

1,323 

1,315—- 

1.395 

























RESULT ATS EN % DISSO 

OS " 1 • 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

cv 

0.0 

0,00 

0 

0 

* 0 

0 

0 

0 



5.0 

26,98 

33.36 

25,28 

27,84 

24,07 

28.09 

23,21 

3.69 

13,69 

10,0 

62,04 

66.18 

56.45 

54.78 

67,27 

63,67 

63.85 

5,19 

8.36 

15,0 

78,17 

75,34 

81,46 

78,09 

77,81 

79,66 

76,68 

2,16 

2,77 

20,0 

85,19 

85,95 

87,91 

82,93 

83,95 

83.32 

87,07 

2,08 

2,44 

30.0 

90,32 

90,65 

91.54 

91.84 

87,63 

91.29 

88,96 

1,67 

1,85 

40.0 

94,49 

92,78 

95.12 

95.42 

93.61 

94.44 

95.59 

1.11 

1.18 

50,0 

93,33 

94,77 

92.39 

95,13 

89,98 

91,23 

96,47 

2,52 

2,70 

60.0 

94,68 

90.89 


92.46 

95.55 

97.36 

97,15 

2,89 

3,05 

120,0 

97,36 

96,87 

99,37 

98,75 

94.84 

94,30 

100.06 

2,42 

2,48 

0.0 










0,0 










0.0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

43,07 

52,89 

40,44 

44.44 

38,56 

45,00 

37.11 

5.74 

13,33 

10,0 

99,09 

104,93 

90,31 

87,44 

107,75 

102.00 

102.07 

8,24 

8,31 

15,0 

124,88 

1 19,45 

130.32 

124,66 

'124.62 

127,62 

122,58 

3,79 

3,04 

20.0 

136,07 

136,27 

140,63 

132,39 

134.46 

133,48 

139,19 

3,27 

2.40 

30.0 

144,26 

143,72 

146,44 

146.60 

140,35 

146,25 

142,22 

2.61 

1,81 

40,0 

150,94 

147,10 

152,16 

152,32 

149,93 

151,31 

152,81 

2,14 

1,42 

50,0 

149,07 

150,26 

147.80 

151,85 

144.11 

146.16 

154,22 

3,75 

2.52 

60,0 

151.21 

144,11 


147,59 

153.04 

155.98 

155,31 

5,16 

3,41 

120.0 

155.52 

153,59 

158,97 

157.64 

151,89 

151,08 

159,96 

3,81 

2,45 

0,0 










0.0 










0,0 
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a* 
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CD CM 
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c5 


cr« rr. 
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£ 
CO 


0"l ; 
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1 290.0 
I 290.0 
^ 290.0 


1 
2 
3 


0.0000_1 
0.0033 few 

o.ooorr* v 


Lambda No. Va1eur_E 


290.0 -7b 

290.0 

290.0 

290.0 

290.0 

290.0 

■&o.o r r 

290.0 5 
290.0 


1 

2 
3 
4 
5 
6 


-0.0003_1 
0.0003_1 
0.0001_1 
0.0001_1 
0.0007_1 
-0.0002 1 
"OHTTl 
0.3229_1 
0.2947_1 


04-07-1997 02:23 


?yo.o V 3i 


290.0 
290.0 
290.0 
290.0 
290.0 


32 
33 
34 
35 
36 


290.0 38 
290.0 39 
290.0 40 


1.2328_1 
1.0270_1 
1.2457_1 
1.1814.1 

.i^ossj 


1.2857.1 
1.2984.1 
1.2194 1 


d 

I 

M 


F OURN, ER 1001587 

H'Ohly Confident/a/ 
_ Subject to 

Protective Order 


DISSOLUTION 


mNDTTIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


C.COGET 
26/02/97 
gal108-ga(103 
290nm 
2mm 


PREPARATION PES ECHA NTILLONS 


TITRE: 
N° CAH1ER: 
FICH1ER : 
ELUANT : 
AGITATION : 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


/ 


comprimes Fenofibrate 100mg Pharma Pass tot 340 
LF178TER nM 

m\commun\glnq\donnbase\LF178TER\Dissolution\340a 

eau + tween 80 a 2% 

75TPM 

FOURNIER 1001510 

Highly Confidential 
Subject to 


masse de la prise d'essai 
quanttte de principe aclif 


masse theorique 

100 




1 

dosage theoriquf 

100 

en mg 










CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

100,00 

100.00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 


Temoin 100mg/l l 0,665 | 


SUIVI DE LA DISSOLUTION 

volume preleve en mi 


TEMPS 
0 


volume en ml 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


0 

0,583 


CELLULE 5 


0 

0.572 


0 

0,616 


1000 


0,557 


0,640 


0,530 
0,675 


1000 


0,763 


0,679 


0,630 
0,856 


0,840 


0,859 
0.872 


0,780 
0,863 


0,843 
0,847 


0,864 


RRSULTATS EN % PISSOUS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


CELLULE 6 


ecart type 


0,00 


0 

66.13 


0 

71,21 


67,40 


64,39 


73,99 


61,27 


67,40 


4,61 
8,21 


20,0 


80,09 


91,07 


88.58 


78,34 


97,31 


97,19 


97,92 


100,00 


78,83 
90,90 
100,95 


73,16 


70,53 


99,65 
100.15 


98,16 
99,11 


3,31 
1,04 


100,52 


101,14 


99,79 


102,00 


0,0 


0,0 


0,0 


0,0 


0,0 
0,0 


0,0 


■ RESULT ATS EN QUANTITE DISSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


0 

66,13 


CELLULE 6 


ecart type 


0 

71,21 


10,0 


64,39 


61 21 


67,40 


4,61 


80,09 


91,07 


88,58 


78,34 


78.83 


73,16 
99,65 
100,15 


70,53 


8,21 


30,0 
40,0 
0,0 
0,0 
0,0 
0,0 
0,0 
0,0 


97,31 
100,52 


97,19 
101,14 


97.92 
99.79 


100,00 
102,00 


90,90 
100,95 


98,16 
99,11 


3,31 
1,04 



C3 


^AL^2eo A^)^ fourn/er 


. — : r— 

i 


Protect! 


feet to 
,v <> Order 


IT 


S»4..._.: 


27.02.97 69:56:14 
Code 1716 


ID 


ID 


ID 


0.0988 s 
0.4263 s 

0.0000 s 

0,4305 g 

0.0000 g 
0.4318 g 


1 


27-02.97 
Code 


ID 



ID 


ID 


0.0S00 g 
9.4253 g 

0.0000 g 
y.4296 g 

0.0000 g 
0.4299 g 


09:55:86 
1710 
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Protective Order 


Uh^UL SAt lil - 

x&l 5. . (etfy. £ d- 4 sole $L1- a eL- J,o2) 


A 
I 

4 

5 
I 


©<jui 


JL00J C 


> 


F °URN/ ER 1001513 • 

tecf '*e Or<,e r 


014 


1 ■ 


GbLULES LIP 200 ARR 1710 DANS TWEEN SO A 2 POUR 100 


27-02-1996 lis 38 3 


Lambda 


No, 


Valsur E 


*? {*) {") 

X 

-J c Ou4^_l 


290-0 


0 « 0003 1 


'""J Q f~\ ,-~*- 
j:1 V KJ . 

290 n 0 

4 

~~0 . 0006 1 

TO 

*~) O f /""I 

j*. T V * U 


0 c 0002 1 



6 

-0 « 0084 1 


290 - 0 


0*44I3_JL 


290 1 0 

S 

0.4562_1 


290 . 0 
290 - 0 

o 
10 

0.4350.1 
0.4512„1 

T Ao 

290 = 0 

11 

0.4945__i 


290 - 0 

12 

0.5060 1 


290 .0 

13 

0.7999_1 


290-0 . 

14 

0=8103 1 


290 . 0 

15 

0.7737J 


290 . 0 

16 

0 . 7836_1 

Tto 

290 . 0 

■ 17 

0.8018 1 


290 „ 0 

•18 

0 . 8273 1 


290,0 

19 

0.9833_i 


290 - 0 

20 

0.9450._1 


290,0 

21 

0.971 4^.1 


290 . 0 
290 „ 0 

22 
23 

0, 9430_1 
0„9725_1 


290 . 0 

24 

1,0118 1 


■290.0 

25 

1.1225 1 


290 . 0 

26 

i„0709_i 


290. 0 

27 

1,0808 1 


290 . 0 

2a 

1 ,0592__1 

TUo 

290 . 0 

29 

i.0759_l 


290 = 0 

30 

1.1085 1 


290 . 0 

T -i 

i.l773_l 


290 . 0 

32 

i,1519„l 


290 . 0 
290.0 

34 

1,1284 1 
1.1336 1 


290 , 0 

35 

1.1401 1 


290 „ 0 

36 

1,2030 1 



JNTRDN .INSTRUMENTS 


UVIKOM 930 


FOURNIER 1001514 

Highly Confidential 
Subject to 
Protective Order 



jS fl if 


<taua c £,^5 |4j Jc .26.0.2,99-" ^ 2£/o z/s ; 
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FOURNIER 1001515 

Highly Confidential 

Subject to 
Protective Order I 


.. MOTE DE NETTOYAGE 


LOCAL N° : &>iU cU,\ %ola^cc% 

DATE DE DEBUT D'UTILISATION DU LOCAL : 2-S. OL-°yl 


PRODUIT : 

N° DE LOT : £)£ JSblOO 

OPERATION: /^Q^ f).p 

DATE DE FIN D'OPERATION : l^.aU 0 ^- 

VIDE DE SALLE EFFECTUE PAR : (Yl^ 
VIDE DE SALLE VERIFIE PAR : d S~ 


STATUT 


CONFORME / Qd 


NETTOYAGE EFFECTUE PAR : (L ~S 
NETTOYAGE VERIFIE PAR 


STATUT 


CONFORME 


DATE 

DATE : tQ .DlA± 

NON CONFORME / / 

DATE : £C ot ^ 

NON CONFORME / / 


-TV /'/>. 


/ 


7 


PESEE SIMPLE 

Date de la pesee : 1997/02/26 16:08:27 



/ 


*ARR1768 * 
PRODUIT => NALAUSF 
POIDS NET => 0.097 KG 

TARE => 0.175 KG 

POIDS BRUT => 0.272 KG 


FOURNIER 1001516 

Highly Confidential 
Subject to 
Protective Order 
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FOURNIER 1001517 


Highly Confidential 
Subject to 
Protective Order 


LONGUEUR D ONDE FIXE 290 NM CPR LSNA 0.02M 75 RPM 


Lambda No. Valeur E 


02-27-1997 10:37: 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
2 90-0 


290.0 
290.0 
290.0 
290.0 
290.0 

23SUL 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 


1 
2 
3 
4 
5 
6 
7 


0 

-0 
-0 
-0 
-0 
-0 
-0 


8 -0 


0000_1 
0027_1 
.0016_1 
.0025_1 
.0019_1 
.0019_1 
.0021_1 
.0016 1 


290 . 0 9 0.303911* 

290.0 10 0.3059_1 

290.0 11 0.2762.1 ^ • 

290.0 12 0.3613_1 W 

290.0 13 0.3231_1 

290.0 14 0.4628 1 


15 0 

16 0 

17 0 

18 0 


19 
20 


21 0 

22 0 

23 0 

24 0 

25 0, 

26 0 : 


.6251.1 
.6282.1 
.6157.1 
.6211.1 
.6286.1 
6641 1 


27 
28 
29 
30 
31 


7TUO 
7102.1 
7219.1 
7096.1 
7073.1 
7254 1 


32 0 


33 0 

34 0 

35 0 

36 0. 


7708.1 
7608.1 
7666.1 
7483.1 
7512.1 
7504 1 


37 
38 


8151.1 
8141.1 
8261.1 
7999.1 
8109.1 
7943 1 


290.0 ~~35 0.8324.1 

290.0 40 0.8430.1 

290.0 41 0.8489.1 

290.0 42 0.8324.1 

290.0 43 0.8379.1 

290.0 44 0.8218 1 


5.0 Own 


UOavwv\ 


45 
46 
47 
48 


49 0 
_5Q 0 

51 0 

52 0 

53 0 


.8354.1 
8739.1 
.8458.1 
.8512.1 
.8365 1 


So 


54 
55 


56 0 


8792.1 
8629.1 
8850.1 
8552.1 
8672.1 
8492 1 


FOURNIER 1001518 

Highly Confidential j 
Subject to 
mv^ Protective Order 


KONTRON INSTRUMENTS UVIKON 922 


Op^rateur 


DISSOLUTION I 


CONDITIONS ET MODES OPERATOIRFR 


0 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR: ROSSEUNC 
DATE : 27/02/97/ 
APPAREIL : GAL233GAL086 / 
LONGUEUR D'ONDE : 290nm y 

CUVE en mm: 2mm 


TITRE : Comprimes PHARMA PASS LOT 340 

N° CAHIER : LF 178TER dissolution n°1 p 036 ' 

FICHIER : raAcommun\g!nq\donnbase\lf 178ter\dissol\340b 

ELUANT : Lsna 0.02M ^ 

AGITATION : 75 RPM s 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

459 

en mg 

dosage theorique 

100 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

465,80 / 

458,90 / 

461,80 f 

456,60 f 

460.00 S 

450,10 r 

101,48 

99,98 

100,61 

99,48 

100,22 

98,06 


SUIVI DE LA DISSOLUTION 


Temoin 100rog/l | 0,900 [ 


FOURNIER 1001519 

Hi 9hjy Confidential 

Subject to 
Protective Order 


TEMPS 
0 


volume preleve en ml 
volume en ml 


5 
10 


15 
20 


30 


40 
50 


1000 
1000 


1000 
1000 


1000 
1000 


1000 
1000 


CELLULE 1 
0 


0,304 S 
0.625 / 


0,710 / 
0,771 s 


0.815 *■ 
0.832 x 


0,862 / 
0,879 x 


CELLULE 2 


0 

0,306 s 


0,628 / 


0,710 s 
0,761 ^ 


0,814 
0.843 
0,835 


0,863 ^ 


CELLULE 3 


0 

0,276 / 


0.616 s 
0,722 / 


0,767 ' 


0,826 / 


0,849 ' 
0,874 / 


0,885 / 


CELLULE 4 


0 

0,361 


0,621 
0,710 


0,748 


0,800 / 


0,832 
0,846 


0,855 X 


CELLULE 5 


0 - 
0,323 


0,629 y 
0,707 ^ 


0,838 . 
0,851 - 


0 

0,463 / 


0,664 


0.725 
0,750 


0,794 


0,822 ' 
0,837 ^ 


RESULTATS EN % DISSQUS 



U4U 


FOURNIER 1001520 

H 'ghly Confidential 

Subject to 
Protective Order 
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LONGUEUR D ONDE FIXE 290 NM GELULE LIP200 ARR1710 LSNA 0.02M 75 RPM 
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CD 
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CM 
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o 
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Lambda No. Valeur_E 

290.0 1 0.0000_lfliJv/ftjiA 

290 . 0 2 -0 . 0047_llSl^a /I'^d 

290.0 3 -0.0037_1 

290.0 4 -0.0038_1 

290.0 5 -0.003U 

290.0 6 -0.0002_1 

290.0 7 -0.0037_1 

290 . 0 8 -0.0030 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290~ 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


02-27-1997 12:54 


;-} Q/mt\ 


9 

10 
11 
12 
13 
14 


1357_1 
1093_1 
1094_i 
1485_1 
1059_1 
0899 1 


15 0.4770J. 

16 0.4287J 

17 0.4325.1 1A * 

18 0.4869_1 

19 0.3954_1' 

20 0.44.37_1 * 0 V- 

24 0.6720_lS/LS/fYiw 

25 0.6938_m 

26 0.6299 I S 


27 
28 
29 
30 
31 
32 


7886_1 
7697_1 
7797 
7786 
7503_1 
7804 1 


290.0 33 0.9695_1 

290.0 34 0.9400_1 

290.0 35 0.9613_1 

290.0 36 0.9389_1 I/O {Wis 

290.0 37 0.9283_1 

290 . 0 38 0 .9573,1 

290 39" 1.0606J 

290.0 40 1.0423J. 

290.0 41 1.0671_1 

290.0 42 1.0249_1 

290.0 43 1.0207_1 

290.0 44 1.05151 


FOURNIER 1001521 

Highly Confidential 
Subject to 
Protective Order 


290.0 45 1.1318_1 

290.0 46 1.1029_1 

290.0 47 1.1333_1 _ 

290.0 48 1.0888_1 ^Omw> 

290.0 49 1.0959_1 

290.0 50 1.0957 1 


4 


DISSOLUTION 1 


CONDmONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPARE1L 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSELIN C 
27/02/97^ 
GAL233GAL091 / 
290nm ' 
2mm ' 


PREPARATION PES ECHANTILLONS 


m:\commun\glnqUrattdonWistem5 
date edition: le 06/02/97 


TITRE: 
N" CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


Gelule LIP 200 usine arr1710 ' 
LF 178TER dissolution n°1 p 040 
m:\commun\glnq\donnbase\lf 1 78ter\dtssol\a rc1 7 1 0b 
LsnaO,02M ' 
75RPM „ 


masse de la prise d'essai 
quantite de princtpe actif 


masse theorique 

200 

en mg 

dosaqe theorique 

200 




CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

. 200.00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


FOURNIER 1001522 

H ''9My Confidential 

Subject (o 
Protective Order 


T&noin IQOmflfl l 0,900 | 


volume preleve en ml 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

1000 

0 

0 

0 

0 

0 

0 

5 

1000 

0,136 s 

0,109 

0,109 / 

0,149 * 

0,106 ^ 

0,090 ' 

10 

1000 

0,477 / 

0,429 / 

0,433 /- 

0,487 / 

0,395 ^ 

0,444 / 

15 

1000 

0,684 / 

0,656 / 

0,672 / 

0,694 - 

0.630 ^ 

0,654 

20 

1000 

0,789 / 

0,770 / 

0,780 s 

0,779 ^ 

0,750 

0,780 ^ 

30 

1000 

0,970 / 

0,940 ^ 

0,961 ^ 

0,939 

0,928 ^ 

0,957 ^ 

40 

1000 

1,061 ^ 

1.042 ' 

1,067 ^ 

1,025 ^ 

1,021 ^ 

1,052 ^ 

50 

1000 

1,132 ^ 

1,103 ^ 

1,133 ^ 

1,089 ^ 

1,096 ^ 

1,096 ^ 

60 

1000 

1,155 * 

1,122 S 

1,147 / 

1.142 ^ 

1.122 

1,115 " 

120 

1000 

1,325 >■ 

1,294 ^ 

1,361 ' 

1,335 ^ 

1,323 ^ 

1,349 ^ 

f 








i 

















RESULTATS EN%DISSO 

JS 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CbLLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0.00 

0 

0 

0 

0 

0 

0 



5.0 

6,47 

7,56 

6,06 

6,06 

8,28 

5,89 

5,00 

1,21 

18,65 

| 10,0 

24,71 

26,54 

23,86 

24,09 

27,10 

21,97 

24,69 

1,88 

7,60 

1 15,0 

37,10 

38.17 

36,59 

37,48 

38,73 

35.14 

36,48 

1,30 

3,50 

1 20.0 

43,38 

44,19 

43,11 

43,67 

43,65 

41,98 

43,66 

0,77 

1,76 

! 30,0 

53,29 

54,47 

52,77 

53,94 

52.75 

.52,08 

53,71 

■ 0,90 

1,68 

! 40,0 

58,86 

59,79 

58,70 

60,10 

57,79 

57,50 

59,26 

1,06 

1,79 

! 50,0 

62,67 

64,03 

62,37 

64,06 

61,63 

61,95 

61,99 

1,09 

1,74 

60,0 

64,41 

65.62 

63,74 

65,15 

64,88 

63,70 

63,35 

0,93 

1,44 

120.0 

75.69 

75,39 

73,60 

77,36 

75,92 

75,18 

76,66 

1,30 

1,72 

0.0 










: o.o 










; 0,0 










RFStJLTATS EN QUANTFT 

E DISSOUTE 




; TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CbLLULE 5 

CELLULE 6 

ecart type 

CV 

i 0,0 

0 

0 

0 

0 

0 

0 

0 



j 5,0 

12,94 

15,11 

12,11 

12,11 

16,56 

11,78 

10.00 

2.41 

18,65 

i 10,0 

49,42 

53,08 

47,73 

48,17 

54,19 

43.95 

49,38 

3,76 

7,60 

! 15,0 

74,20 

76,34 

73,19 

74,97 

77,46 

70,28 

72,96 

2,60 

3,50 

i 20,0 

86.76 

88,39 

86,22 

87,34 

87.29 

83,96 

87,33 

1,53 

1.76 

30,0 

106,57 

108,94 

105,54 

107,89 

105,51 

104,16 

107,43 

1,79 . 

1,68 

40,0 

117,71 

119,59 

117,39 

120,20 

115,58 

115,01 

118,51 

2,11 

1,79 

50,0 

125,35 

128,07 

124,75 

128,12 

123,26 

123,91 

123,99 

2,18 

1,74 

60,0 

128.82 

131,25 

127,47 

130,31 

129,76 

127,40 

126.71 

1,86 

1,44 

120,0 

151.37 

150,78 

147,21 

154,72 

151,84 

150,36 

153.33. 

2,61 

1,72 

0.0 










0,0 










0.0 











% dissous 



quantite dissoute 



60 
temps 


80 


100 


120 


23 .ol .°j 3- 
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A^Jr : WJr- /U^- /^l^? - " =. ^?0<f3 ^ 


, y ^ MGpB : ^■NIEnrTOYACillB■ 

r . ■ ■ LOCAL. N° :ScA ijaPouo^ ' 

DATE DE DEBUT D'UTILISATION DU LOCAL : ff£\.C$u., 3^ 

PRODUIT : 

DE LOT x %%^J./00 P)C- 

O PER AT I O N : pe^^J 


FOURNIER 1001523 


DATE DE FIN D'OPERATION :74 G>2-^^ 


H, '9h;y Confidential 

Subject to 
Protective Order 


VIDE DE SALLE EFFECTUE PAR 
VIDE DE SALLE VERIFIE PAR :CS~ 

STATUT CONFORME / 

NETTOYAGE EFFECTUE PAR .0^ 
NETTOYAGE VERIFIE PAR : <<L 

STATUT CONFORME /y?/ 


DATE: ^iQZ^? 
DATE:1^.^MV 

NON CONFORME / / 

DATE: if .at % 
DATE : 2£|t>2 /^V 

NON CONFORME / / 


ft 


23 -ol-ojl- 



0 43 


PESEE S IMPLE 

Date de la pesSe : 1997/02/28 10:26:34 





*ARR1768 
PRODUIT => NALAUSF 
POIDS NET => 0.056 KG 

TARE => 0- 170 KG 

POIDS BRUT «> 0.226 KG 
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FOURNIER 1001525 

Highly Confidential 
Subject to 
Protective Order 


en 


CTi 

•a- 


C5> T-« 


CM; 


COMPRISES DE FENOFIBRATE 100 MG PH ARM A PASS 


- LO"f 


340 DANS L3NA 0 P 025M 


28-02-1996 


Lambda 

No » 

Va.Ieur_E 


290 . 0 


-0,0019_1 


290 = 0 


■-0 * 0033.JL 


290.0 


0.0000„1 tO 

2)90 „ 0 

4 

-0\.001i„l 


290 « 0 

5 

— o on 1 ^ i 

- • - - '—' 


290 . 0 

6 

V = J. il. J. 


jL. 7 l _' t l ,' 


0.1686_i 



P 

A t~\ "7 cr -t 
U » /-<.' / D__X 


290 * 0 

9 


T5 


1U 

0 - 3257__1 


■• 

XX 

0 = 2954 1 


290 a 0 

12 

0.4166 1 


290 = O 

13 



290 « 0 

14 

0 , 649S_1 


290 , 0 

15 

0.6619_1 


290 » 0 

16 

0 B 646ill 

290 . 0 

17 

0.6525_jL- 



1 p 
.a. I:.- 

0 . 71'A7_J. 


290 = 0 

19 

M = / D J. 


290 * 0 

20 

0 s 7605__1 


290 - 0 

21 

0 = 759S__1 

T)5 

290 = 0 

^2 

. 0 - 7626_1 

290 = 0 

23 



290 * 0 

24 




->~.D 

0,Si44 1 




W f"*> AS 1 

a O I-' + „' JL 


290 =, 0 

27 





U = cj 1 J- 




r> a 1 z.t i 


290 .0 

30 

f) R 1 1 

. 

0 — 

_ T . 
■„* j. 

n 8^*1 ^ 



•J> 

r-. cj£= h /i i 
l J * OJi t l' J. 



-_>o 

u » a*t x zj x 




t't Q71 7 } 

U » a / X / X 



O P498 1 


290 . 0 

36 




rr^T— 

/ 




TO 
-J-O 

0.8661_1 



"TO 

07 

0 = S662__l 




0 . 8B70_1 

290 3 0 

41 

0.8915„1 


290 =. 0 

42 

0.8848- x 


290,0 

43 

0.9028_i 


290 . 0 

44 

0.8867 1 


290 „ 0 

45 

0. 8714^1 


290 c 0 

46 

0.S952_1 


290 = 0 

47 

0 . 9002_1 


290 „ 0 

48 

0 u 8885 1 


290 = 0 

49 

0. 9064 J 


' 290,0 

50 

0.S843.JL 


290= 0 

51 

. 0.S795_1 


290.0 

52 

0 - 8942_1 


'290.0 

53 

0.8996 1 

290 - 0 

54 

0,8822 '1 



F0URNIER 1001526 
Hf 9"/yCo nRdent . a( 

Pr otect.Ve Order 


'Q NT RON .INSTRUMENTS 


.92 


DISSOLUTION 


CONDITIONS ET MOPES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


C.COGET 
28/02/97 y 
931108*531103/ 
290nm 
2mm ' 


PREPARATION PES ECHANTILLONS 


TITRE : 
N* CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


masse theorique 

100 

dosage theorique 

100 


en mg 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


comprimes Fenofibrate lOOmg Pharma Pass lot 340 
LF178 TER n°1 

m\commun\glnq\donnbase\LF 1 78TER\Dissotution\340c 
LSNa 0,025M 
75 TPM, 


FOURNIER 1001527 
Pr °fect; ve Order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 


Temoin lOOmg/l l 0,900 | 


volume preleve en ml 

5 




TEMPS 

volume en m! 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

0 

O 

0 

0 

0 

0 

0 

0 

5 

1000 

0,169 ^ 

0,208 

0,336 ^ 

0,326/- 

0,295,/- 

0,417 

10 

1000 

0,637/ 

0,650./- 

0.662 / 

0.646 ^ 

0,653 ,/ 

0,715./ 

15 

1000 

0,763 /* 

0,761^ 

0,760 s 

0,763 / 

0,771/ 

0,790 X 

20 

1000 

0,814 ,,/ 

0,805^ 

0.809^ 

0,810,/* 

0,816./ 

0,813 s~ 

30 

1000 

0,859^ 

0,851 ^ 

0,842 

0.872 >» 

0.850/* 

0,854/ 

40 

1000 

0,890 ^ 

0,866 / 

0,866 ./ 

0,887./ 

0.892 ^ 

0.885/ 

50 

1000 

0.903.-- 

0,887^ 

0,871^ 

0,895 ./ 

0,900 / 

0.689- 

60 

1000 

0,906 ^ 

0,884/ 

0,880^ 

0,894^ 

: 0,900 - 

0,882 

































RESULT ATS EN % PISSOUS 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0.00 

0 

0 

0 

0 

0 

0 



5,0 

32.43 

18.78 

23.11 

37,33 

36,22 

32,78 

46,33 

10,05 

31,00 

10,0 

73.55 

70.87 

72,34 

73.74 

71,96 

72,72 

79,68 

3.14 

4,27 

15,0 

85.86 

85,23 

85,03 

85,00 

85,32 

86.19 

88,41 

1,32 

1,54 

20.0 

91,09 

91.32 

90,34 

90,87 

90,96 

91,62 

91,40 

0.46 

0,50 

30,0 

96,37 

96,77 

95,90 

94,98 

98,30 

95,85 

96,41 

1.12 

1.17 

40,0 

99,77 

100,69 

98,04 

98,12 

100,45 

100,99 

100,33 

1,33 

1,33 

50,0 

101.35 

102.63 

100,86 

99,15 

101,84 

102,38 

101,26 

1.27 

1,25 

60,0 

101,87 

103,46 

101,02 

100.64 

102.22 

102.88 

100,98 

1.16 

1,14 

0,0 










0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5.0 

32,43 

18,78 

23,11 

37,33 

36,22 

32.78 

46,33 

10,05 

31.00 

10,0 

73,55 

70,87 

72,34 

73,74 

71,96 

72.72 

79,68 

3,14 

4,27 

15,0 

85,86 

85,23 

85,03 

85,00 

85,32 

86,19 

88,41 

1,32 

1,54 

20.0 

91,09 

91,32 

90,34 

90,87 

90,96 

91,62 

91,40 

0.46 

0,50 

30,0 

96,37 

96,77 

95,90 

94,98 

98,30 

95,85 

96.41 

1,12 

1,17 

40,0 

99.77 

100,69 

98,04 

98,12 

100,45 

100.99 

. 100,33 

1.33 

1,33 

50,0 

101,35 

102,63 

100,86 

99,15 

101,84 

102,38 

101,26 

1.27 

1,25 

60,0 

101,87 

103,46 

101,02 

100,64 

102,22 

102,88 

100,98 

1,16 

1.14 

0,0 










0.0 










0,0 










0,0 











% dissous 



30 
temps 


50 


60 


quantrte dissoute 



30 
temps 


60 


a- 


' J ' / 0 * 

W^J-^J-S y Cyc^S* -*9?/<^ ^S.^ 


pESKE SIMPLE 
Date"de^a"pe^e . 1997/83/04 Mi3e.M 



*ARR1768 

PRODUIT => NALAUSF 

POIDS NET => ®- 090 KG 

TARE -> 0 ' 264 ^ 

POIDS BRUT => 0.354 KG 


FOURNIER 1001528 

Highly Confidential 

Subject to 
Protective Order 


bo? 

5r 








out 



3 




<i 

(JUA 

AoO^Oc^ 


3 

01U 
Otu" 

y/OOJ.Ocy 



W cn m n~» m or, rri m gr, q-, rr« 

© © r- cr. © vo o r- © ^ 

© rO © CM © CN G? CM © CM © CM 

© © © CS © r*- © 

© © © d« © © © © © © CS> © 


1 


FOURNIER 1001529 i 

r 

Highly Confidential f 

Subject to 
Protective Order 


i 


LIPANTHYL 200M GELULES ARR1710 75TPM LSNA 0.025M 


m 


LONGUEUR D'ONDEZCnm] ..,......„..,„..„.,. 290,0 

TEMPS D ' ATTENTE [s]. ........ 0 = 0 

TEMPS INTEGRATION [s] . - - . . . . . . . . . . . „ u 5~0 

NOMBRE D'ECHANTILLONS. 1 

MODE CALC .....„«...........„,,.,,.,...„,. Non 


C HANSEN EN T LAMPESCnm] ................ ^40 

LAMPE DEUTERIUM. Qui 

LAMPE TUN6STENE ........................ Qui 

FENTE(S) Cnm] .................„.._ . 7 . o 

IMPRESSION AUTO , „ . . , s = r . 3 , . Nan 

SAUVE6ARDE AUTO Non 


04-03-1996 


jkONTRON INSTRUMENTS 


.IPANTHYL 200M GELULES ARR17I0 75TPM LSNA 0.025M 


UVIKON 93 


04-03-1996 


1 5 ■ 52 


FOURNIER 1001530 

Highly Confidential 

Subject to 
protective Order 


.ambds 

290.0 
290 . 0 
290.0 


No . 


ValeurJE 


i 
2 
3 


-0.0001, 

-0 = 0039^ 
-0.0035 


290 . 0 

290 „ O 
290. O -PD 
290 . 0 
290 - 0 


290 
290 . O 

290-0 
290 = 0 
290 
290 


5 
6 
7 
8 

-2_ 


0.0001?. 
0 , 0002* 
0.0001* 
0 . 0002* 

-0.0034* 


290-0 

290-0 
290 . - 

290. 

290. O^ 

290.0 


10 
11 
12 
13 
14 
15 


"290! 
290 . 
290 , 
290, 
290 . 
290 = 


o 

0 
n 


16 
17 
18 
19 
20 
21 


0.0730, 

0.0967. 

0.1193.. 

0,1561. 

0. 1505 

0 .1716 


"290 
290 
290 
290 
290 
290 


"0 

,0 

. 0 
.0 


22* 

23 
24 
25 
26 
27 


0.5148. 

0. 5096. 
0,5444. 
0.5483. 
0 . 5932 
0-5471 


28 
29 
30 
31 
32 
33 


0.7831 

0 e 7689_ 
0 . 7734 
0.8115" 
0.7981 
0 -3031 


0;9336_ 

0,9030. 

0-9075 

0 = 9370*" 

0.9554 

0.9512 


1^ 1 

1 > 

1 
1 
1 

JL 

1 
1 
i 
.1 
1 

JL 

.1 

_i 
.1 
i 
1 

l 
1 

1 
i 
1 

A- 

i 

i 

i 

.1 

i 

i 


290-0 
290.0 
290.0^ 
290 ,6&° 
290.0 
290 . 0 


290" 
290 
290, 
290. 
290, 
290 . 


290 
290 
290 
290 
290 
290 


0 

0 
0 


"34" 
35 
36 
37 
38 
39 


"290; 
290, 
290, 
290. 

290,, 
290, 


.0 

:0 

,0 

o 
o 


~40~ 
41 
42 
43 
44 


1, 

1. 
1, 

i. 
1. 
1. 


1278.1 
0804_1 
1125 1 
1338_1 
1376.„1 
1324 1 


O 
0 

n 
0 

0 


46 
47 
48 
49 
50 

_5i_ 


1. 2265_i 
1 .2169_1 
1.2108_JL 
1.1982_1 
1-2338„1 
1-2401 1 


^290: 
290 , 
290, 
290 . 
290 . 
290 a 


■52 
53 
54 
55 
56 
57 


1.2997 1 
1 ,2B57_1 

1 „ 2929.1 
1.3161 JL 
1 . 3020_1 
1-3017 1 


U 

n 
Q 

o 


59 

60 
61 
62 
63 


,3477_1 
3109.1 
, 3318^1 
. 3300.1 
,3411.1 
,3578 1 


// 


1 c 4728_l 
1 *4513„1 
1 -4597JL 
1.4712.1 
1 »4719__1 
1 .4641.1 

0? 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREtL 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRANDJEAN 
04/03/97* 
gal 103-108y 
290nm 
2mm 


TITRE : Getule UP 200 usine arr 1 7 1 0 

N° CAHIER : LF 178TER dissolution n°1 p 47.* 

F1CHIER : m:\common\gln^\donnbase\lf178ter\dissolut»on\an*t710c 

ELUANT : LSNa 0.025M / 

AGITATION : 75 tpm 


PREPARATION PES ECHANTILLONS 


masse theoriquc 

200 

dosage theoriquE 

200 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

quantite de principe actif 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


Temoin 100mg/l | 0,900 


FOU ^IBH1001 S31 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

* CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

1000 

0 

0 

0 

0 

0 

0 

5 

1000 

0,073 

0,097/ 

0,119 ^ 

0,156 ^ 

0,151 ^ 

0,172 / 

10 

1000 

0,515 

0,510 ✓ 

0,544 

0,548/ 

0,593 „ 

0,547 

15 

1000 

0,783 

0,769 ^ 

0,778 ^ 

0,812 

0,798 / 

0,803 / 

20 

1000 

0,934 ^ 

0,903 s> 

0,908 

0,937^- 

0,955 ^ 

0,951 ^ 

30 

1000 

1.1 28_^ 

1,080 - 

1.113,-* 

1,134.^ 

7 1,138^ 

1,132-- 

40 

1000 

1,227. y 

1,217^ 

1,211 

1,198 ✓ 

1.234 ^ 

1,240^ 

50 

1000 

1.300 ^ 

1,286 

1,293 ^ 

1,316 ' 

1,302 

1,302-- 

60 

1000 

1,348.^ 

1,311 ^ 

1,332 ~- 

1,330^ 

1,341 — 

1,358 

120 

1000 

1.473 

1,452 - 

1,460/ 

1,471 *~ 

1,472^- 

1,464 > 

























RESULTATS EN % DISSO 

JS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

7.11 

4,06 

5,39 

6,61 

. 8,67 

8,39 

9,56 

2.13 

29,88 

10,0 

30,19 

28,63 

28,36 

30,26 

30,49 

32,99 

30,44 

1,66 

5,49 

15,0 

44,10 

43,66 

42.89 

43,41 

45,31 

44,54 

44,81 

0,93 

2,10 

20,0 

52,15 

52,27 

50.55 

50,84 

52,48 

■53,48 

53,26 

1,22 

2,33 

30,0 

62,93 

63,31 

60.63 

62,49 

63.68 

63,92 

63,58 

1,23 

1,96 

40,0 

68,82 

69,12 

68.54 

68,24 

67,55 

69,57 

69,89 

0,87 

1,27 

50,0 

73,53 

73,52 

72,72 

73,13 

74,44 

73,69 

73,68 

0,58 

0,79 

60,0 

75,94 

76.54 

74.46 

75,66 

75,58 

76,21 

77,15 

0,93 

1,22 

120,0 

83,45 

83.86 

82,66 

83,14 

83,79 

83,86 

83.42 

0.49 

0,58 

0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5.0 

14.22 

8,11 

10.78 

13,22 

17,33 

16,78 

19,11 

4,25 

29,88 

10,0 

60,39 

57,26 

56,72 

60,51 

60.98 

65,97 

60.87 

3,32 

5,49 

15,0 

88,21 

87,33 

85,78 

86,81 

90.61 

89,08 

89,62 

1,85 

2,10 

20,0 

104,29 

104,54 

101,10 

101,69 

104,95 

106,97 

106,51 

2,43 

2,33 

30,0 

125,87 

126,61 

121,27 

124,97 

127,36 

127,83 

127,15 

2,46 

1,96 

40,0 

137,64 

138,24 

137,09 

136,48 

135,10 

139,13 

139,78 

1,75 

1,27 

50,0 

147,06 

147,03 

145,43 

146,26 

148,88 

147,37 

147,36 

1,17 

0,79 

60,0 

151,87 

153,09 

148,92 

151,31 

151,17 

152.43 

154,30 

1,86 

1,22 

120,0 

166,91 

167,73 

165,32 

166,28 

167,57 

167,73 

166,84 

0,97 

0,58 

0,0 










0,0 










0.0 











% dissous 



quantite dissoute 



9 


COMPARAISON DES DISSOLUTIONS DU COMPRIME PHARMA PASS 
lot 340 ET DE LA GELULE LIPANTHYL 200M ARR 1710 



comprimes 

gelules 

temps 

tween 80 2% 

LSNa 0,02M 

LSNa 0,025M 

tween 80 2% 

LSNa 0,02M 

LSNa 0,025M 

0 

0,0 

0,0 

0,0 

0,0 

0,0 

0,0 

5 


37,7 

32,4/ 


6,5 

7,V 

10 

67,4 

70,3 

73,6„> 

26,8 

24,7 

30,2/ 

15 


79,9 

85,9/ 


37,1 

44, V 

20 

80,1 

85,2 

91,V 

46,4 

43,4 

52,2 ✓ 

30 

97,3 

91,4 

96,4/ 

56,5 

53,3 

62,9^ 

40 

100,5 

94,7 

99,8/ 

63,5 

58,9 

68,8^ 

50 


96,8 

101,4/ 

67,8 

62,7 

73,5/ 

60 


99,0 

101,9/ 


64,4 

75,9 r 

120 





75,7 

83,5/ 


donnees de base cahier LF178ter p27 a p50 


120,0 


100,0 - 


80,0 


60,0 - 



40,0 - 


20,0- 


tween 80 2% 
LSNa 0.02M 
LSNa 0,025M 
tween 80 2% 
LSNa 0.02M 
LSNa0,025M 


120 



FOURN/ER 1001532 
Hi 9%Co„ fidentia( 

Subject to 
Protective Order 


)bCkJjojs.cJG.c^ cW- corns ouo^-ioOr 


V^ycU^V-.. cJ^XjtPo. od«^^Q- cU W^xJf^o- cU ^r^o^^S^ 


CHANGEMENT LAMPESCnm] 340 

LAMPE DEUTERIUM Out 

LAMPE TUNGSTENE gm 

FENTE(S) [nm] f- u 

AUTOZERO AU DEPART Non 

IMPRESSION AUTO Non 

SAUVEGARDE AUTO Non 

TRANSFERT AUTO. Non 


FOURN1ER 1001533 

Highly Confidential 
Subject to 
Protective Order 


K0NTR0N INSTRUMENTS UVIKON 922 ^. 


Operateur 


n°k cW ^ Ur 


05? 


ajk bo9c»^^- \*p«xJf=a? c£oo^> ouakl- dU_-5- «vvrt^ cU- ivo^eT" 

0Op^<£ poJx. JkoO rr^/ £) oJ^^jCs. ^a9^<nSboLf»NCa_ - OSoo 


SOLUTION DE C0MICR0NISAT DANS LSNA0.025M SOLUTION B 


Liste Parametre 03-07-1997 09:37 

GAMME SPECTRE[nm] 200-350 

VITESSE [nm/min] 200 

INTERVAL MESURE [nm] 0.5 

m. DE CYCLES 1 

TEMPS DE CYCLE [nrin] 0.0 

NOMBRE D'ECHANTILLONS 1 

MODE CALC Detection pics 

Mode pic Pics 

Sensibilize 0.1000 ABS 

CHANGEMENT LAMPES[nm] 340 

LAMPE DEUTERIUM Oui poDRNIER 1001534 

LAMPE TUNGSTENE Oui FUU 

FENTE(S) [nm] 2 0 Highly Confidential 

AUTOZERO AU DEPART Non Subject to 

IMPRESSION AUTO Non Protective Order 

SAUVEGARDE AUTO Non 

TRANSFERT AUTO...: Non 


K0NTRON INSTRUMENTS UVIKON 922 v\ Operateur . . . . : 

V\ n 1 ) <VJ Y1 r- 


SOLUTION DE COMICRONISAT DANS LSNA0.025M SOLUTION A 


Ymin = 0.0529 Ymax = 3.5780 file = 


03-07-1997 09:32 



SOLUTION DE COMICRONISAT DANS LSNA0.025M SOLUTION B 


Ymin = 0.0565 Ymax = 3.5666 file 


03-07-1997 09:36 'O. 


4.888 


1 .BBS 



Resultats detection pics 

Sensibilize 

Mode sensibilite 


If r 


. 0.1000 
. ABS 

Ech. 1 

Loc 
Valeur 

Pic 
290.50 
1.9681 


F OUR NlER 100l53s | 


Prot *«iv e 0rder 


£■ ; KONTRON INSTRUMENTS UVIKON 922 


ci-S> 


o Sco 


Operateur 


SOLUTION OE COMICRONISAT DANS LSNA0.025M SOLUTION A 


Ymin = 0.0529 Ymax = 3.5780 file = 


03-07-1997 09:32 


1,888 


8,888 



Resultats detection pics 

Sensibilite 

Mode sensibilite 


. 0.1000 
. ABS 

Ech. 1 

Loc 
Valeur 

Pic 
290.50 
1.9540 


350 


: j KONTRON INSTRUMENTS UVIKON 922 


Operateur 


i 

;K0N1 

. 4 


FOURNIER 1001536 | 

Highly Confidential j 

Subject to I 
Protective Order 


£ 0. ^a^^^zcSla^ il^ J^XU^Xc^ 


•a) 


FOURIER 1001537 


a- 


WV" -^.S«§o&£ ^Jto/W**- 


O > p ^soj^O o-v/ia^ (povx* £fc\ 






... J 



Jo/o$l<%- Co fe6-JLx>| ^/av 

z 




3 


AdMpy 






5 









FOURNIER 1001538 
Highly Confidential 
Subject to 
Protective Order 


Date de la pes§e : 1997/03/10 09:32:47 



*ARR1768 * 
PRODUIT => NALAUSF 
POIDS NET => 0. 150 KG 

TARE 0.266 KG 

POIDS BRUT => 0.416 KG 


P<W>ao_ cAjlo Co 


Code 
ID 


351 


0.0000' q 

0»4336 g 


10.83,97 
ID 


13:06:59 


8.8000 g 
0.4395 g 


0.0000 g 

0.4344 g 

0.0000 g 

0.4404 g 


ID 


6.0080 g 
0.4415 q 


0. 4349 q 


i 

i 


i 

i 


FOURNIER 1001539 

Highly Confidential 

Subject to 
Protective Order 


0 


DISSOLUTION 


CONDITIONS FT MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRAND JEAN 
1 0/03/97 y 
gal 103 108 
290nm 
2mm 


PREPARATION PES ECHANTILLONS 


m:\commun\glnq|Uraitdpn\distem5 
date edition: le 06/02/97 


TITRE : comprime fenofibrate lOOmg PHARMA PASS lot 351 

N° CAHIER : LF 178terp 55.x 

F1CHIER : m\commun\glnq\donnbase\il 178tef\dissolution\lot 35 1 
LSNa 0.025M 


ELUANT : 
AGITATION 


75 TPM 


masse theorique 

434 

dosage theorique 

100 


en mg 


FOURNIER 1001540 

Highly confidential 
Subject to 
Protective Order 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

433.60 s 

439,50 S 

434,40 

440,40^ 

441,50/ 

434,90 ^ 

quantite de principe actif 

99,91 

101,27 

100,09 

101,47 

101.73 

100,21 


Temoin 100mg/l | 0,900 | 


volume preleve en mi 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0.357 ^ 

0,249 s~ 

0,350^- 

0,347,/ 

0,304 S 

0,356^- 

10 

1000 

0,658 / 

0.598 .r 

0,623^ 

0,634 S 

0,595 S 

0,637-/ 

15 

1000 

0,768^ 

0.719 ^ 

0.717^ 

0,765 s 

0,752 ^ 

0,762 

20 

1000 

0.807 ^ 

0,784 ^ 

0,752 ^ 

0,814^ 

0,808 r- 

0,803 ^ 

30 

1000 

0.844 

0,814^ 

0.830^ 

0,854 x. 

0,845 ^ 

0,844^ 

40 

1000 

0,857.^ 

0,865 s> 

0,847 

.0,871 ^ 

0,861 

0.856 ^ 

50 

1000 

0,863 

0,867 S 

0.847 s 

0,874 s 

0,847 /" 

0,841 ^ 

60 

1000 

0,864 y 

0,869 ^ 

0.852 ^ 

0,874 

0,870 

0,864 ^ 

90 

1000 

0,867 

0,870 

0.852 

0,876 ^ 

0,882 ✓ 

0,859 / 

























RESULTATS EN%DISSO 

JS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0,0 

0.00 

0 

0 

0 

0 

0 

0 



5,0 

36,09 

39,70 

27,32 

38.85 

38,00 

33.20 

39.47 

4,92 

13.63 

10,0 

69,01 

73,38 

65,75 

69,35 

69,61 

65,15 

70.83 

3.11 

4,51 

15,0 

82,91 

85,98 

79.35 

80,13 

84,30 

82,63 

85,04 

2,70 

3,25 

20.0 

88,55 

90,74 

86,88 

84,42 

90,09 

89,15 

90.01 

2,43 

2,74 

30,0 

93,82 

95,30 

90,60 

93,49 

94,91 

93,64 

95,00 

1,75 

1,86 

40,0 

96,60 

97,22 

96,64. 

95,84 

97,24 

95.85 

96,80 

0,63 

0,65 

50,0 

96,74 

98,36 

97,34 

96,3V 

98,05 

94.79 

95,61 

1.41 

1,46 

60,0 

98,21 

98,95 

98,03 

97,34 

98,52 

97,76 

98.63 

0,60 

0,62 

90,0 

98,92 

99,77 

98,62 

97,81 

99,22 

99,55 

98.55 

0,73 

0,74 

0,0 










0.0 










0,0 











1 
1 
I 
,1 

-J 
_~ 

I 

I 

i 
1 
I 

.L 

i 
i 

I 
l 
i 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

36,35 

39,67 

27.67 

38,89 

38,56 

33,78 

39,56 

4,79 

13,17 

10,0 

69,53 

73.31 

66,58 

69.42 

70,64 

66,28 

70,98 

2,72 

3,90 

15,0 

83,55 

85.90 

80,36 

80,21 

85,55 

84,06 

85,22 

2.60 

3,12 

20,0 

89,24 

90,66 

87.98 

84,49 

91,41 

90,70 

90,20 

2,60 

2,92 

30,0 

94,55 

95.22 

91,75 

93,58 

96,31 

95,26 

95,20 

1,63 

1.72 

40,0 

97,35 

97,13 

97,87 

95,93 

98,67 

97,50 

97,00 

0,92 

0.95 

50,0 

97,50 

98,27 

98,57 

96,40 

99,49 

96,43 

95,81 

1,48 

1.52 

60,0 

98,97 

98,86 

99,28 

97,43 

99.98 

99,45 

98,83 

0,87 

0,88 

90,0 

99,69 

99,68 

99,87 

97,90 

100,69 

101,27 

98.76 

1.23 

1,24 

0.0 










0,0 










0,0 












temps 



quantite dissoute 
♦ ♦ — — 


60 


100 


temps 


RC 03. 0"t,^> 


Mill! MM' 


fHHnilllMIMM'MillHHni' 


LIP 100 COMPRISE LOT 351 


0. 


10-03-1996 


15:00 


290,0 
290 . 0 
290.0 


No. 
1 


Vaiaur E 


0-0000 1 


0 . 0009 i 

0 . 0PQ5~1 *l LS^ I L ^ 


290.0 

4 

-0,, 0017 1 

290 . 0 

5 

-o,, 003/1 1 

290,0 

6 

-0 . 0035 1 

290 . 0 

7 

-O OO 4 A 1 

290 n 0 

8 

-O 0034 1 

290 = 0 

9 

O OOOO 1 

290 . 0 

10 

O ""SA^ 1 

290 . 0 

1 1 

i*1 ^'ilQ 1 1 

*J a £-*~Tf JL J- 

'"• 1C ?0 o 


« T7Q X 


4. 

O "^Ul"71 1 


1 J? 

V s V -_> / X 



U „ O D w rf ,.1 

" OCA Ci 


U . GDbZ X 


1 "7 

CC7Q 1 

290.0 

18 

0. 622 5_1 

290.0 

19 

0 . 633511 

290.0 

20 

0.5952 1 

290 = 0 

21 

0.6365 1 

290.0 

22 

0 - 7683„1 

290.0 

23 

0„ 7x90_l 

290.0 

24 

0.7167_1 

290 ,0 

25 

0*7646_x 

290 * 0 

26 

0.7516_1 

290.0 

27 

0.7622 1 

290 = 0 

28 

0 . 8072_ 1 

290.0 

29 

0 B 7839.1 

290 . 0 

30 

0=7517 1 

290.0 

31 

0.8138_1 

290.0 

32 

0.8078 1 

290 = 0 

33 

0.8025 1 


290 
290 
290 
290 
290 
290 


.0 
.0 

■ o 
= 0 
.0 


290 
290 
Uo' 290 
290 
290 
-290 


290 
290, 
- /290. 
290. 
290 . 
290 = 
~2907 
290 . 

Go' 290 ' 
290, 

290, 

290, 


.0 

.0 
.0 
,0 
.0 


290 » 
290 . 
J290. 
290 . 
290 * 
290, 


34 
35 
36 
37 
38 
-39_ 


40 
41 
42 
43 
44 

-45. 


46 
47 
48 
49 
50 
51 


52 
53 
54 
55 
56 

.52- 


0 . 8438_1 

0.3i4i_j 

0 B S300_i 
0„8537_i 
0.8451_j 
0 .8444 1 


O.S565_i 
0.8652_i 
0. 8467^1 
0.8705_1 

0=8614_i 
0-8562 1 


0 . S630_ 1 
0 . 8670_1 
0 = 8468_1 
0.8740j.l 
0.8467_i 


58 
59 
60 
61 
62 
63 


0- 8637^1 
0 . 8692lx 
0„8516_1 
0.8735^1 
0-S700_i 
0.8640 1 


0: 

0. 
0. 

o, 
o. 


S674„i 
8698_ 1 
8522^1 
8757 _1 
8819 1 


0.8593 1 


FOURNIER 1001541 

Highly Confidential 
Subject to 
Protective Order 


v, • --;--■.-"■*•• v. " 


FOURNIER 1001542 
H ^»yc 0n 

Pr <>tect/ve Order 









Mi 




j 







/o a, /sa- 



/>u 




s 



/3£- 


C 


OO Ay O ^ . 

£L ^ yo.s /s^- 

&3- JLj»/2> / 


11.03.97 
Code 


ID 


89:18:31 
354 

1 


ID 


ID 


0.6908 g 
9,4345 q 

0.0080 q 
0.4365 g 


ID 


0.0000 g 
9.4358 g 

0.0088 g 
9.4345 q 


0,0000 g 
0,4341 q 


ID 


0.0000 g 

0.4364 g 


a: 


8 


5 : r . 


JCOMPRIME PHARMA PASS 100M8 f-hNO LOT 354 


f Lambda 

- 290 . 0 
T 290.0 
!' 290.0 


No . 


Valear_E 

^ - 

0 . 0027„i" v W u > V)l 
-0,0001 jSk./a^ . 


2vu „ O 
290 , 0 
290 n O 
290 K 0 
290 „ O 
290*0 


290.0 

4 

-0 

.0043_i 

290 = 0 

5 

"0 

.0044_1 

290 . 0 
290.0 

6 
7 

-0 
-0 

. 0006^1 
. 0006_1 ° 

290-0 

8 

-0 

. 0000__1 

290. 0 

9 

-0 

,0007 1 

290.0 

10 

0 

.30i2_l 

290.0 
290 » 0 

11 
12 

0 
0 

.2887.JL / 
,2642_iS 

290 . 0 

•i 

0 

,3013_i : 

290 = 0 

14 

0 

.2728_1 

290,0 

-! ^ 
.1. 

0 

.3201 1 

290.0 

16 

0 

,6523„i 

290*0 

1 V 

o 

=6564_i 

290.0 

i p. 


o 6034__lJLo> 

290 . 0 

19 

o 

.6607_JL 

290.0 

20 

o 

.6216 _i 

290 , 0 



= 6596 "i 

290.0 

' ;> n 

0 

.7651„i 

290- 0 
290 = 0 

24 

o 
o 

.7770„lj^> 

.7602__1 

290 , 0 

25 

o 

.7713_1 

290.0 

26 

0 

.7671__1 

290-0 


0 

. 7801 1 


290 . 0 
290 = 0 
>290.0 
290 » 0 
290.0 
290 . 0 


290 . 0 
290 . 0 
290.0 
290.0 
290 . 0 
290 c 0 


0.8 J 


2 lC ? 


39 


0 . 8472_1 «>. i 
0«B544"__1 
0.8 571 _1 
0.8526 "l 


40 
41 
42 
43 
44 
45 


0.8460 1 
0 „ 8762™! 
'0.8605ll i^/ 
0.8633_1 
0.8636 i 


290 „ 0 

46 

0.8540 1 

' 290. O 

47 

0.8746 1 

290 . 0 

48 

0.8&34_1 

290 „ 0 

49 

0.8592_i 

290.0 

50 

0.8580__1 

290 . 0 

51 

0=8640 1 


290 . 0 


0.8551_J. 

290 « 0 

53 

0,3618 1 

290 . 0- 

54 

0,3679 1^ 

290 . 0 

55 

0.3628.J. 

290 . 0 

56 

0.8726 1 

290.0 

57 

0.8552 1 

290 . 0 

58 

0.8519_1 

290 , 0 

59 

0.857i_l. 

290 . 0 

60 

0.8608_1 aj 
0„S582_1 

290 . 0 

61 

290.0 

62 

0.8595_1 

290 , 0 

63 

0 . 8622_I 


11 - 


-1996 



FOURNIER loo 154 3 

Highly Confidential 

Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MQDF< t OPERATOIRFS 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


A GRANDJEAN 
1 1/03/97 * 
gal 103 108 ^ 
290nm ✓ 
2mm ' 


PREPARATION PES Ff^AMnt .n^ 


masse de la prise d'essai 
quantite de principe actif 


TITRE: 
N* CAHIER : 
FICH1ER : 
ELUANT : 
AGITATION : 


masse theorique 

434 

dosage theorique 

100 


en mg 


CELLULE 1 
434,50 y 


100,12 


CELLULE 2 


436,50,^ 
1O0 t 58 


CELLULE 3j 
435,60 r-'j 


m:\commun\gtnq\trattdon\distem5 
date edition: le 06J02J97 


comprime fenofibrate 100mg PHARMA PASS lot 354 
LF 178terp58^. 

m\cornniun\glnq\donnbaseMf178ler\d.ssolution\lol354 
LSNa 0.025M 

75 TPM 

FOURNIER 1001544 

Highly Confidential 
Subject to 
Protective Order 


CELLULE 4 


434,50 > 


__100,41 


100,12 


CELLULE 5 
434,10 ~> 
100,02 


CELLULE 6 
436,40 ^ 


Temoin 100mg/]| 0,900 " 



o ^ 


FOURNIER 1001545 
Highly Confidential 
Subject to 
Protective Order 






J 




JL 




3 

i 

V 

sfc&Sp^. 












J&Mp^. 



<N 

K> CO 

« in 

■*r to 


05 


m 
to 


m 0"» 

Si 

•3D ID 

CD to 

C-J -3" 


in 


m g-i 
© 0-1 


m 


CO 


iU&ioEok faxi*^ ^ xo J) ^ «Uu r ^_ 

" - - $ 


*»iJ« m<*- P^oJto ^fflT&l. 


^efccvJXov^ cA^ pU&iVU^Ji W_>fcj&U ^O^K aSJ?^©^ ^ 


COMPRIME PHARNA PASS lobliS "feNO* LOT ~35S " 


11-03-1996 16:07 

Lambda No. Valeur E 

290 . 0 I o . 0000 1 At /o*»" 

290.. 0 2 -0.0023 HSWo|U»>«> 

290 . 0 


290.0 

4 

-0.0004_i 


290,0 

5 

-0,0012_1 


290,0 

6 

-0.0012.JL 

d' 

290 . 0 

7 

-0.0013.JL 

290 . 0 

8 

o, oooo_i 


290 . 0 

9 

-0,0000 1 



F0URNIER 1001546 
Highly Confidential 


10 0.3i.^s i Subject to 

290.0 li o..^4ns~i Protective Order 

290.0 12 o"34i7~1 

290.0 13 0.4182~1 Jstf*" 

290.0 14 0.3328 1 c/ 

290 .0 15 O.-uacTi ^ 

^90.0 16 0.6426 1 

290.0 17 0.6692_1 

290.0 18 0.6698 1 / 

290.0 19 0.6680ll^ 

290.0 20 0.6569 I i ' 


290 : 

290 = 0 


0 - 761 


DISSOLUTION 


CONDITIONS ET MODES O PERATOIRES 


OPERATEUR : 
DATE: 
APPAREIL : 
LONGUEUR D'ONDE : 
CUVE en mm: 


A GRANDJEAN 
1 1/03/97 <- 
931103 108,, 
290nm . 
2mm , 


PREPARATION PES ECHA NTILLONS 


TITRE : 
N* CAHIER: 
RCHIER : 
ELUANT : 
AGITATION : 


m:\commun\glnq\traitdomdistem5 
date edition: te 06/02/97 


comprime fenotibrate 100mg PHARMA PASS lot 358 
LF178terp61 

m\commun\g!nq\donnbase\rf 1 78ter\dissokrtion\lot 358 
LSNa 0.025M „ 
75 TPM . 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

434 

en mg 

dosage th6oriquf 

100 




CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

436,80 r 

435,40 / 

435,60^* 

436,50 

436,20 - 

438.90 ^ 

100,65 

100,32 

100,37 

100,58 

100,51 

101,13 


FOURNIER 1001547 

Highly Confidential 
Subject to 
Protective Order 


Temoin 100mg/l | 0,900 | 


SUM DE LA DISSOLUTIOh 

volu 

TEMPS 

1 

me preleve en ml 
volume en ml 

5 

CF1 1 ULE 1 

CELLULE 2 
0 

CELLULE 3 
0 

CELLULE 4 
0 

CELLULE 5 
0 

CELLULE 6 
0 

0 
5 

10 

0 
1000 
1000 

0 

0,314/ 
0,643 ✓ 

0.341/ 
0,669 / 

0,342^- 
0.670 ^ 
0,775^ 

0,418/ 

0,668 

0,785^ 

0,333 S 
0,657 ^ 
0,764 / 

0,347/- 
0,677 - 
0.734^ 

15 
20 

1000 
1000 

0.756^ 
0,809^ 

0,762.^ 
0,816,/ 

0,818„ 

0,823 ^ 

0,808 ^~ 

0,816^ 

30 

1000 

0,845^ 

0.843^ 

0,808^ 

0,843^ 

0,849^ 

0,846 /- 

40 

1000 

0,859 / 

0,867 

0,870 r 

0366 *- ' 

0,861^ 

0,855^- 

50 

1000 

0.858/ 

0,867.^- 

0,869^- 

0,864 / 

0,865 / 

0,862 ^ 

60 

1000 

0,868^ 

0,869 S 

0,861 / 

0.864 / 

0,871 / 

0,867^ 

90 

1000 

0.869 

0,865 ^ 

0,873 / 

0,867 

0,885 ^ 

0,859 / 


























RESULTATS EN % DISSOI 

JS 



CE1.IUI F3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

TEMPS 
0,0 

MOYENNE 
0,00 

CELLULE 1 
0 

CELLULE 2 
0 

0 

0 

0 

0 



5,0 

38,57 

34,67 

37,77 

37.86 

46,18 

36.81 

38,13 

3,94 

10,21 

10,0 

73,54 

71,16 

74,28 

74,36 

74,03 

72,82 
85,01 

74,57 
81,21 

1,32 
2,12 

1,80 
2,50 

15,0 
20,0 

84,81 
91,00 

83,99 
90,26 

84,95 
91,36 

86,35 
91,54 

87,32 
91,95 

90,29 

90,62 

0,71 

0,78 

30,0 

94,10 

94,68 

94,80 

90,89 

94,62 

95,27 

94,36 

1,60 

1.70 

40,0 

97,22 

96,69 

97,92 

98,20 

97,62 

97,07 

95,82 

0,88 

0.91 

50.0 

97,83 

97,05 

98,40 

98,57 

97,88 

97,99 

97,06 

0,65 

0,66 

60,0 

98,58 

98,63 

99.11 

98,17 

98,36 

99,13 

98,08 

0,46 

0,46 

90,0 

99,39 

99,22 

99,14 

99.97 

99,17 

101.16 

97,68 

1.14 

1.15 

0.0 










0.0 










0,0 










RESULTATS EN QUANTTT 

EDISSOUTE 





TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CRLUI.E3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

38,80 

34,89 

37,89 

38,00 

46,44 

37,00 

38,56 

3,96 

10,21 

10,0 

73.97 

71,62 

74,52 

74,63 

74,45 

73,19 

75,42 

1.36 

1,84 

15,0 

85,30 

84,53 

85,23 

86,67 

87,83 

85,44 

82,12 

1,95 

2,28 

20,0 

91,54 

90,84 

91,65 

91,88 

92.48 

90,75 

91,64 

0,65 

0.71 

30,0 

94,66 

95,29 

95.10 

91,23 

95.16 

95,76 

95,43 

1,70 

1,80 

40,0 

97,79 

97,32 

98.24 

98,56 

98,19 

97,56 

96.90 

0.64 

0,65 

50,0 

98,40 

97,68 

98,72 

98,94 

98,45 

98,48 

98,15 

0.44 

0,45 

60,0 

99,16 

99,27 

99.43 

98,53 

98.93 

99,63 

99,19 

0,39 

0.39 

90,0 

99,98 

99,86 

99,46 

100,34 

99,74 

101.67 

98,78 

0,98 

0,98 

0.0 










0,0 










0.0 












% dissous 
♦ ♦ — 


80 


100 


temps 



quantite dissoute 
♦ ♦ 


60 


100 


DISSOLUTION 


nONDtTIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm; 


D.LECRIT 
07/04/97 <- 
GAL 233 GAL 091 
290 nm 
2 


TITRE : 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


290.0 -61^.3210.1 

290.0 62 1.3349_1 ; 

m:\corronun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LF 178 TER RG 2394/01 a 18 KG 
LFl78TERn°1pJ8 c )'V 

M\commun\glnq\donnbase\Lf178tertdissotution\lot 2394RG01 18 kg 
LSNa 0,025 M ^ 
75 TPM ^ 


PREPARATION PES ECHANTOLONS 


masse tneorique 

694,4 

dosage theoriqut 

160 


en mg 


FOURNIER 1001588 

H, '9hly Confidential 

Subject to 
Protective Order 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

692,80- 

692,20 s~ 

694,50 ^ 

695,70 ✓ 

683,90^ 

685,60/ 

quantite de principe actif 

159,63 

159,49 

160,02 

160,30 

157,58 

157,97 


Temoin 100mg/l [ 0,900 ] 


volt 

me preleve en ml 

5 . 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,251 ^ 

0,323 ^ 

0,295.- 

0,314-* 

0,321-- 

0,308 


10 

1000 

0,774^ 

0,822-- 

0,86- 

0,863 / 

0,918 v~ 

0,794 <r 


15 

1000 

1,033.^ 

1,02^* 

1,09 

0,895^ 

0,897^ 

1,083--- 

20 

1000 

1,186.^ 

1.175 ^- 

1,174.-- 

1.175^ 

1,182 ^ 

1,174 

30 

1000 

1,267 ^ 

1,233 

1,027^- 

1,246^ 

1,181 --<• 

1,209 

40 

1000 

1.313 

1,286^- 

1,298^ 

1,219 / 

1,276 ^ 

1,28-" 

50 

1000 

1,324 ^ 

1,287 ' 


1,306 - 

1,304 

1,301-^ 

60 

1000 

1,331 y 

1,308 ' 

1,309 

1.313 ?' 

1,303 > 

1,277*" 

120 

1000 

1,366^- 

1,32--- 

* 

1,329 ,^ 

1,321^ 

1,335-- 

























RESULTATS EN % DISSO 

LIS 

TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

o 

0 

0 

0 



5,0 

21,09 

17,47 

22,50 

20,48 

21.76 

22,63 

21,66 

1,93 

9.15 

10,0- 

58,65 

53,96 

57,38 

59,82 

59.93 

64,84 

55,95 

3,80 

6,48 

15,0 

70,42 

72,26 

71,46 

76,08 

62,44 

63.68 

76,56 

6,05 

8,60 

20,0 

82,96 

83,27 

82,61 

82,30 

82,16 

84,10 

83,34 

0,74 

0.89 

30,0 

84,50 

89,32 

87,06 

72,50 

87.49 

84,44 

86,22 

6,10 

7,21 

40,0 

90,84 

92,96 ' 

91,18 

91,67 

86,05 

91,56 

91,64 

2,42 

2,67 

50,0 

93,19 

94,18 

91,70 


92,50 

93,98 

93,56 

1,05 

1,13 

60,0 

93,63 

95,13 

93,61 

92.88 

93,44 

94,37 

92,33 

1,01 

1,08 

120,0 

96,18 

98,03 

94,90 


95,01 

96,10 

96,86 

1,31 

1,37 

0,0 










0,0 










0,0 











O 


RESULTATS EN QUANTfTE DISSOUTE 


TEMPS 

MOYENNE " 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CFLLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

33,56 

27,89 

35.89 

32,78 

34,89 

35,67 

34,22 

2,99 

8,92 

10,0 

93,33 

86,14 

91,51 

95,72 

96,06 

102,18 

88,39 

5,85 

6,26 

15,0 

112,08 

115.35 

113,97 

121,75 

100,10 

100,36 

120,95 

9,67 

8,63 

20,0 

132,04 

132,92 

131,76 

131,69 

131,71 

132,52 

131.66 

0,54 

0,41 

30,0 

134,49 

142,58 

138,86 

116,01 

140,25 

133,07 

136,20 

9,63 

7.16 

40,0 

144,58 

148,40 

145,43 

146,69 

137,94 

144,28 

144,76 

3,58 

2,47 

50,0 

148.16 

150,35 

146,26 


148,28 

148,10 

147,80 

1,46 

0,99 

60,0 

149,03 

151,86 

149,30 

148,64 

149,79 

148,71 

145,86 

1,95 

1,31 

120,0 

152,92 

156,49 

151,36 


152,30 

151,43 

153,01 

2.11 

1,38 

0,0 










0,0 










0,0 












% dissous 

> 4 ♦ 


60 
temps 


100 


120 



quantite dissoute 


• 


60 
temps 


80 


100 


— , 
120 


LF 178 TER LOT RG 


2394/01 


on 


1 290.0 1 o.OOOO 1 
t 290.0 2 0.0033~*CW 
^ 290.0 3 0.000l3 V 

. < hi /Acv 

won vcl^Htcc - 

stowete \^eSccu< eRetkie 


Lambda No. Valeur_E 


04-07-1997 02:23 


290.07b 
290.0 
290.0 
290.0 
290 :o 
290.0 
250 


1 
2 
3 
4 
5 
6 


290.0 
290.0 
290.0 
290.0 
290.0 


T 
8 
9 
10 
11 
12 


• Or. 13 
290.0 *° 
290.0 
290.0 


14 
15 
16 
17 

. 18 

ii-r^i 19 


290.0 
290.0 

290.0 
290.0 
290.0 
290.0 
290.0 


20 
21 
22 
23 
24 


2^.0^.25 


290.0 
290.0 
290.0 
290.0 
290.0 


26 
27 
28 
29 
30 


-0.0003_1 
0.0003_1 
0.0001.1 
0.0001.1 
0.0007.1 
-0.0002 1 
0.2513.1 
0.3229.1 
0.2947.1 
0.3136.1 
0.3209.1 
0.3080 1 
~073Tl 
0.8217.1 
0.8603.1 
0.8632.1 
0.9176.1 
0.7936 1 
1.032611 
1.0200.1 
1.0899.1 
0.8948.1 
0.8965 
1.0830 N V 
1.1859.1 
1.1751.1 
1.1740.1 
1.1747.1 
1.1820.1 
1.1742.1 


DISSOLUTION 


290.0 ^ 
290.0 
290.0 
290.0 
290.0 
2 90 r . , 
290.0 *> 
290.0 
290.0 
290.0 
290.0 


32 
33 
34 
35 
36 
17" 
38 
39 
40 
41 
42 


290.07-^43- 


1.2671.1. 

1.2328.1 

1.0270.1 

1.2457.1 

1.1814.1 

1.2088 1 

T3T2C1 
1.2857.1 
1.2984.1 
1.2194.1 
1.2763.1 
1.2796 1 


290.0 
290.0 
290.0 
290.0 
290.0 


44 
45 
46 
47 
48 


290.0^-49 
290.0 50 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


1.3239.1 
1.2871.1 
1.2476.1- * 
1.3064.1 
1.3038.1 
1.3011 1 



290.0r /& >57 
290.0 ^58 

W 


1.3309.1 
1.3080.1 
1.3092.1 
l,_2403il~ e> 

^1.3029.1 
1.2766.1 
1.3125 1 


290.0 
290.0 
290.0 
290.0 


59 
60 
61 
62 


1.3662.1 
1.3197.1 

1.2825.1- * 
1.3288.1 
1.3210.1 
1.3349 1 


PQNPITIQNS ET MonFsnpcp^p^ 

OPERATEUR : D.LECRIT 
DATE : 07/04/97 - 

APPARBL: GAL 233 GAL 091. 
LONGUEUR DCNDE : 290 nm 

CUVE en mm: z 


SEPARATION PES F^HflMTii ■ n M o 


m.Acommun\alnq\lraitdon\dislem5 
date edition: le 06/02/97 


TITRE: LF 178 TER RG 2394/01 a 18 KG 

N' CAHIER : LF 178 TER n'1 pflB<J -\. 

S I ^^^"^^Stertdlsso.uBonto 2394RG0. ,8 kg 

AGITATION: 75TPm' 


mass 6 theoriqufj 694 4 


160 


en mg 


masse de la prise d'essai 
quantite de principe actlf 


CELLULE 1 
692,80 * 
159,63 


CELLULE 2 
692,20 
159,49 


CELLULE 3 
694,50 /■ 
160,02 


FOURNIER 1001589 

Highly Confidential 

Subject to 
Protective Order 


160,30 


CELLULE 5 

_683,90^ 


157,58 


CELLULE 6 
685,60/ 


SUIVIDE i a otssoumnM 


Temoin 100mg/l | 0,900 [ 


r-O 


0 


^oj? ©9*. ctfS . -£<S-J-. 


J2. 


FOURNIER 1001590 

H 'My Confidential 

Subject (o 
Pr otect/v e Order 


COTVA^ j^Q. ^CXx^e- cLx. -S). 

07.64.97 18:41:27 

Code 1241 2 

JO 1 49548.2 mg -Jew— ~> q_o~ VYl Jl «J~TVi2_, 

36961.6 mg *~o^*~ 25,6 ffl 9 <^ 

25.7 rag "40565.9 rag 

-36987. 3 tig ^ , • ' 

auto ^^k£Lo«x. 


FOURNIER 1001591 

Highly Confidential 
Subject to 
Protective Order 


87.04.97 l&s 10=52 

ID 2394.01-18- 1 

8522*5.2 mg Je*>*— 

351.1 mg *^ 

85579.3 mg W^J" 
ID '2394. 81-18-. 2" 

82536.9 mg Xb^i~ 

349.4 mg *^lT^ 

82886.6 mg V*xa*T" 


07.04.97 . , 

jr, 2394,01-14. 1 

35669,8 mg J r o-^a— . 

259.1 mg *^ r " 
-85919,8 mg ~ Uva-*T~ 
ID 2394.01-14.1 

85920.2 mg Xb^— 

181.3 mg ^jlT 
-86021.6 wig 


: ■ i U 

i 

ID 2394-01-14.2 
84795,0 mg Jo^__ 
350.0 mg ^nJ^ 
-85145.0 mg 




C3F- 


OuL — 


bSJ 6JU. „ 
2>S A?2kx 



FOURNIER 1001592 ! 
Highly Confidentiai ! 

Subject to 
Protective Order 


©J, 


* I 


Jl M^2> * A©' 


4 


i 


; I _ ^ Mbo x JLo 


jm ?L ft 




FOURNIER 1001593 


Hi 9 h, yc onfirto 


p^^^k x Coy Jo" 6 y Jf6?CQ^ ga^ <t ■> 31 , 0 S ^jcot^^ 


-C 


OL * 


VWL. ... 


// 


/ / 
/ / 



FOURNIER 1001594 

Highly Confidential 

Subject to 
Protective Order 


^ 
3 
4 
5 
6 


/3V , fac&tft Cfr 


i 


>e c^pK\^^ hz\ GfrUOtD^ four Nier 10Q15 


Hi 9hly Cn 


LF 178 TER LOT RG 2396/01 18 KG 


Lambda No. Valeur_E 


04-07-1997 22:57 
zyu . U x , 31 


.290.0 1 0.0000_1 290.0 Tc 1 0.0003.1 290.0 % 32 1.2282_1 

« 290.0 2 0.0038_1 290.0 2 0.0002_1 290.0 33 1.2796.1 

.290.0 A 3 0.0001.1' 290.0 3 0.0004.1 290.0 34 1.2527.1 

7 I A. 290.0 4 -0.0007.1 290.0 35 1.2689.1 

■ *o j ■ //y) 290.0 5 -0.0003.1 290.0 36 1.2545.1 

i Hb. Ilvr-fftt^ 2 90.0 6 -0.0008.1 290. 0 T/ , 37 1.2841.1 

, 290.0 rV 7 0.315611 290.0 fo 38 1.3173.1 

i. ^Ukc/ttAk. 290.0 ^ 8 0.2900.1 290.0 39 1.3401.1 

290.0 9 0.3205.1 290.0 40 1.2943.1 

'h lAl /.IkY.. /ldk\. ^Qn n in n qoqq i ™n « »i - — — - 


H ' 9h 'yConfi« 
eCt,VB Or der 


% 
I 

i 


r 
i 
i 

i 
i 

I 


.0 C 

U ,.J 


LF 178 TER LOT RG 2396/01 18 KG 


Lambda No. Valeur.E 


04-07-1997 22:57 


. 290.0 
I 290.0 
~ 290.0 


1 0.0000_1 

2 0.0038_1 
A 3 0.0001_1 


in. 


290.0 T 0 
290.0 
290.0 
290.0 
290.0 
2 90.0 
290.0 T 


290.0 
290.0 
290.0 
290.0 
290.0 


-5 


1 
2 
3 
4 
5 
6 

T 

8 

9 
10 
11 
12 


0.0003 
0.0002 
0.0004" 
-0.0007 
-0.0003" 
-0.0008" 
"OTBT 
0.2900 
0.3205 
0.3238 
0.3137 
0.2897 


290. (J r . , 31 
290.0 * 32 
290.0 33 
290.0 34 
290.0 35 
290.0 36 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290 
290.0 
290.0 
290.0 
290.0 
290.0 


Wo 


r, . 13 
14 
15 
16 
17 
18 


29inr 

290.0 
290.0 
290.0 
290.0 
290.0 


'-/S 20 

21 
22 
23 
24 


to 


75" 

26 
27 
28 
29 
30 


0.8292 

0.7521 

0.8017 

0.7868 

0.7618 

0.7518 

1.0324" 

0.8885" 

1.0791 

1.0778" 

0.8887 

1.0141" 


1.1840 
1.1833 
1.2098 
1.1462 
1.1858 
1.1769 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
250 
290.0 
290.0 
290.0 
290.0 
290.0 


Id 


73T 
38 
39 
40 
41 
42 


TT25TO 
1.2282.1 
1.2796.1 
1.2527.1 
1.2689.1 
1.2545 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


a> 44 
45 
46 
47 
48 


1.2841.1 
1.3173.1 
1.3401.1 
1.2943.1 
1.3367.1 
1.2740.1 
1.3163.1 
1.3455.1 
1.3272.1 
1.3301.1 
1.3408.1 
1.3574 1 


t> . 49 


50 
51 
52 
53 
54 


1.3327.1 
1.3440.1 
1.3363.1 
1.3355.1 
1.3694.1 
1.3659 1 


290.0 
290.0 
290.0 
290.0 

290.0 
290.0 


r l{ J 55 
fo 56 
57 
58 


!/Vi 


59 
60 


1.3791.1 
1.4066.1 
1.3854.1 
1.3586.1 

1.3996.1; 
1.3930 1' 


DISSOLUTION 


CONDmON S ET MODES OPERATOIRES 


m:\commun\glnq\lraildon\dis1em5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
08/04/97 
GAL 233 GAL 091 
290 nm 
2 


TITRE : LF 178 TER RG 2396/01 a 18 KG 

H" CAHIER : LF 178 TER n*1 p 105 

F1CHIER ; M\commun\glnq\donnbase\U 1 78tertdissohjtlonMot 2396 R G0 1 1 8 kg 

ELUANT: LSNa 0,025 M 

AGITATION : 75 TPM 


PREPARATI ON PES ECflANTILLONS 


masse theoriqut 

694,4 

dosage theoriqut 

160 


en mg 


*>URN, ER io 0l597 
Pr °tec«v e Order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

697,30 

691,00 ' 

695,40 ^ 

697,30 s\ 

698.50 ^ 

' 696,30^ 

160,67 

159,22 

160,23 

160,67 

160,94 

160,44 


Temoin 100mg/l | 0,900 \ 


SUIVI DE LA DISSOLUTI ON 


volume preleve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0. 

0 

0 

0 

0 

0 

5 

1000 

0,316 ,S 

0,29 

0.321 ^ 

0,324 ^ 

0,314 ^ 

0,29^ 

10 

1000 

0,829^ 

0,752/ 

0,802 / 

0,787 y 

0,762 S 

0,752 y 

15 

1000 

1.032^. 

0,889 ^ 

1,079 ^> 

1,078 ^~ 

0,889 v 

1,014 y 

20 

1000 

1,184-** 

1,183 ^ 

. 1.21 ^ 

1,146 ^ 

1,186 ^ 


30 

1000 

1,267 — 

1,228 ^ 

1,28;/ 

1,253 

1,269.'' 

1,255 * 

40 

1000 

1,284 ^ 

1,317 s~ 

1.34 s 

1,294 ^ 

1,337^* 

1,274/-* 










s 


29# 30 .1.1769.1 - - 29016 60 ^SSOj' 


DISSOLUTION 


rnunmONS *T "»PES OPERATOIRES 

OPERATEUR : O.LECRIT 
DATE : 08/04/97 
APPARE1L : GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2 


PREPARATION PES ECHANTILLONS 


TITRE : 
N° CAH1ER : 
FICHIER : 
ELUANT : 
AGITATION : 


m:\commun\glnqMraHdon\distem5 
date Edition: le 06/02/97 


LF 178 TER RG 2396/01 a 18 KG 
LF178TERn°1p105 

M\commun\glnq\donnbase\Lf178ter\dissolulion\lot2396RG01 18 kg 

LSNa 0,025 M 

75TPM 

FOURNIER 1001598 


masse theorique 

694,4 

dosage theorique 

160 


en mg 


Highly Confidential 

Subject to 
Protective Order 


masse de ta prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

697,30 ^ 

691,00 .- " 

695,40 ^ 

697,30 s 

698,50 ^ 

* 696,30-** 

160,67 

159,22 

160,23 

160,67 

160,94 

160,44 


Temoin lOOmg/l j 0,900 | 


volume preleve en ml 

5 




TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0. 

0 

0 

0 

0 

0 

5 

1000 

0,316 ^ 

0,29^- 

0,321 S 

0,324 

0,314 

0,29/^ 

10 

1000 

0,829^ 

0,752/ 

0,802 / 

0,787 S 

0,762 ^ 

0,752 S 

15 

1000 

1,032^ 

0,889./^ 

1,079 ^ 

1,078 

0,889 s 

_^-H,014 ' 

20 

1000 

1,184 

1,183 ^ 

1,21 s 

1,146 ^ 

1.186 S 

1,177^ 

30 

1000 

1.267 — 

1,228^ 

1,28/* 

1 r 253 

1,269/" 

1.255 "* 

40 

1000 

1.284 ^ 

1,317 ^~ 

1,34 ^ 

1,294 ' 

1,337 ^ 

1,274 /" 

50 

1000 

1,316 ^ 

1,346 

1,327 

1,33 / 

1,341 s 

1.357 S 

60 

1000 

1,333 y 

1,344^- 

1.336X 

1,336 S 

1,369^ 

1,366 ^ 

120 

1000 

1,379 "* 

1.407 s' 

1,385 

1,359 

1,4 / 

1,393 S 

























RESULTATS EN % DISSO 

US 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 


0 

0 

0 



5,0 

21,42 

21,85 

20 T 24 

22,26 

22,41 

21,68 

20.08 

1.01 

4.72 

10,0 

54,20 

57,44 

52,58 

55,73 

54,54 

52,71 

52,18 

2,09 

3,86 

15.0 

69,44 

71.76 

62,40 

75,21 

74.93 

61,75 

70,59 

5,98 

8,61 

20,0 

82,55 

82,63 

83,23 

84,67 

80,01 

82,56 

82,23 

1,52 

1,84 

30,0 

88,34 

88,78 

8078 

89,94 

87,81 

88,70 

88,03 

1,07 

1,21 

40,0 

92,18 

90,40 * 

93,42 

94,55 

91,07 

93,83 

89.78 

2,00 

2,17 

50,0 

94,60 

93,05 

95,91 

94,11 

94,01 

94,57 

95,97 

1,15 

1.21 

60,0 

95,84 

94,68 

96,24 

95,20 

94,89 

96,96 

97,07 

1,06 

1.10 

120,0 

99,07 

98,33 

101,10 

99,06 

96,94 

99,57 

99,41 

1,39 

1,40 

0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

34,35 

35,11 

32.22 

35,67 

36,00 

34,89 

32,22 

1,70 

4.94 

10,0 

86,91 

92,29 

83,72 

89,29 

87,62 

84,84 

83,72 

3,46 

3.98 

15,0 

111,36 

115,30 

99.36 

120,51 

120.40 

99,38 

113,25 

9.72 

8.73 

20,0 

132,38 

132.77 

132.52 

135,67 

128,55 

132,87 

131,92 

2,28 

1.73 

30,0 

141,67 

142,65 

138,17 

144,12 

141,08 

142,75 

141,24 

2,04 

1,44 

40,0 

147,81 

145,24 

148,75 

151,50 

146,33 

151,01 

144,05 

3,09 

2,09 

50,0 

151,70 

149.51 

152,70 

150.80 

151.05 

152,20 

153,98 

1,58 

1,04 

60,0 

153,69 

152,13 

153,23 

152,53 

152.45 

156,05 

155,73 

1,75 

1.14 

120,0 

158,86 

157,98 

160,97 

158,72 

155,75 

160,26 

159,49 

1,86 

1,17 

0,0 










0,0 










0,0 












-I^JJ5x^-JnxC>-> clto COcy. pxj-nrvio <tiYOj=.b£o oPAj^Ry oy 


FOURNIER 1001599 

^. 'TWo- JL^ cL. dL^oe^IxoK o^OJU Hi 9 h 'yConfidentiai 

— — O * subject to 

Protective Order 
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s 



fdol.ck.qlr 

s 




c 
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cLlo 


8 


i n 7 


S3 
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CM 

CD 
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LF 178TER ENROBE OP A DRY OY 15 JuURS A 75HR 


FOURNIER 1001600 

^h/yconf/dential 
Subject to 

Protective Order 


08-04-1996 13:40 


Lambda 


No, 


VaieurJ 


St 


290 . 
290 „ 
290. 


290 e 
290 = 

290 n 
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DISSOLUTION 


CONDITIONS ET MOPES OPERATOIRES 

OPERATEUR: AGRANDJEAN 

DATE : 08/04/97 

APPAREIL: gal 103 108 

LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2mm 


PREPARATION PES ECHANTILLONS 


m:\commun\glnq\lraitdon\distern5 
date edition: le 06/02/97 


TITRE : comprimes enrobes OPADRY OY lot 2393/01 RG 1 5 jours a 75% HR 

N° CAHIER : LF 1 78ter dissolution page 1 06 

FICHIER : rn.^commun\glnq\donnbaseyf178ter\dissolution\lot 2393rg01 75hr 

ELUANT : LSNa0,025M 

AGITATION: 75TPM 



masse theoriquc 

100 






dosage theoriqut 

100 

en mg 



P 








CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

quantite de principe actif 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 


FOURNIER 1001601 

Highly Confidential 
Subject to 


Temotn 100mg/l | 0,900 1 


voli 

me preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


5 

1000 

0,448 / 

0,403 / 

0,487/ 

0,405 ^ 

0,447.* 

0,441 


10 

1000 

0;651 f 

0,649 ^ 

0,669 / 

0,655 / 

0,659 / 

0,651 / 


15 

1000 

0,736 < 

0,755^- 

0,745^* 

0,766 / 

0.753 / 

0,747 ^ 


20 

1000 

0,792 ^- 

0.811 ^ 

0,789 / 

aen > 

0,809 S 

0,798/ 


30 

1000 

0,843 ^ 

0.857 ^ 

0,833 *~ 

0,873 / 

0,85 

0,83 X 

40 

1000 

0,859 ^ 

0,864 ^ 

0,853 / 

0,886 / 

0,856 

0,847—- 

50 

1000 

0,85 ^ 

0.865 ^ 

0,876 / 


0,875^ 

0,858^ 

60 

1000 

0.886 ^ 

0,862 — 

0,876 ^ 

0,861 

0,897 — 

0,876 /" 

































RESULTATS EN%DISSO 

JS 

TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4. 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

48,72 

49,78 

44,78 j 

54.11 

45,00 

49,67 

49.00 

3,48 

7,14 

10,0 

73,10 

72,58 

72,34] 

74,60 

73,00 

73,47 

72,58 

0,84 

1,15 

15,0 

83,98 

82.39 

84,47/ 

83,42 

85,70 

84,28 

83,61 

1,12 

1,33 

20,0 

90,10 

89,02 

91,12 

88,72 

91,13 

90,92 

89,69 

1,09 

1.21 

30,0 

95,66 

95,13 

96,68 

94,05 

98,47 

95,93 

93,69 

1,77 

1,85 

40,0 

97,59 

97,37 

97,93 

96,74 

100,39 

97,07 

96,04 

1,51 

1,55 

50,0 

98,50 

96,85 

98,52 

99,76 


99,65 

97,73 

1,25 

1,27 

60,0 

100,19 

101,32 

98,67 

100,25 

98,11 

102,58 

100,21 

1,65 

1,65 

0,0 










0,0 










0,0 










0,0 











RESULTATS EN QUANTITE DIS SOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULES 

CFIIUI F4 

OR I.UI.E 5 

CFI I U1 F 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

48.72 

49,78 

44.78 

54,11 

45,00 

49,67 

49,00 

3.48 

7,14 

10,0 

73,10 

72,58 

72,34 

74,60 

73,00 

73,47 

72,58 

0,84 

1,15 

15,0 

83,98 

82,39 

84,47 

83,42 

85,70 

84,28 

83,61 

1.12 

1,33 

20,0 

90,10 

89,02 

91,12 

88,72 

91,13 

90,92 

89,69 

1,09 

1,21 

30,0 

95.66 

95,13 

96,68 

94,05 

98,47 

95,93 

93,69 

1.77 

1.85 

40,0 

97.59 

97,37 

97,93 

96,74 

100,39 

97,07 

96,04 

1,51 

1,55 

50,0 

98,50 

96,85 

98,52 

99,76 


99,65 

97,73 

1,25 

1,27 _ 

60,0 

100,19 

101,32 

98,67 

100,25 

98,11 

102,58 

100,21 

1,65 

1,65 

0,0 










0,0 










0,0 










0.0 
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FOURNIER 1001602 

H, *9hly Confidential 

Subject to 
Protective Order 
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LF 178 TER LOT RG 2396/01 14 KG 


Lambda No. Valeur E 


04-08-1997 16:02 


290.0 1 
290.0 2 
290.0 ^3 


-0.0000_1 
0.0029_1 
0.0000 1 


fit- /U /Aiv 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


0.0001_1 
0.0006_1 
-0.0002_1 
-0.0002_1 
0.0002_1 
-0.0002 1 


290.0 Tc < 
290.0 5 


7 U.4444_l 

8 0.4076_1 


29TTTJ 
290.0 
290.0 
290.0 
290.0 
290.0 


32 
33 
34 
35 
36 


290.0 rt ,3/ 
290.0 38 1.3117 


1.2Sbb_l 
1.2655_1 
1.2775.1 
1.3067_1 
1.2469.1 
1.2617_1 
1.3103.1 
1 


i 
i 
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FOURNIER 1001603 
Highly Confidential 
Subject to 
Protective Order 


~3 
5 


I DISSOLUTION 


conditions et modes operatoires 

OPERATEUR : D.LECRIT 
DATE : 08/04/97/ 
APPAREJL: GAL 233 GAL 091 , 
LONGUEUR DONDE : 290 nm ' 

CUVE en mm: 2 ^ 


PREPARATION PES ECHANTILLONS 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TiTRE : LF 178 TER RG 2396/01 a 14 KG 

N" CAHIER : 178 TER n°1 p 1 10 

FICH1ER : M\commun\glnq\donnbase\Lf 1 78ter\dissolution\Iot 2396RG01 1 4 ko 

ELUANT: LSNa 0,025 M ^ y 

AGITATION : 75 TPM 


/ 


masse theorique 

694,4 

dosage theorique 

160 


F °URN/ER 1 001604 

H '9"/yCo nf/dem . a/ 


en mg 


Prot 


Sub/, 


►ject to 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

691,40^- 

694,60 

691,50/ 

694,70/ 

689,40/ 

686,20 / 

159,31 

160,05 

159,33 

160,07 

158,85 

158,11 


ecf 'Ve Order 


Temoin 100rog/l | 0,900 , [ 


ULT1QN 


voli 

jme preleve en m 

5 








TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 



0 

0 

0 

0 

0 

0 

0 

0 



5 

1000 

0,444 ' 

0,408^ 

0,436 S 

0,352 / 

0,433 / 

0,471 / 



10 

1000 

0,976/ 

0,973 / 

0,961 / 

0,949/ 

0,949 / 

0,926-/ 



15 

. 1000 

1.148 ^ 

1,149 ' 

1,158/ 

1,108/ 

1.122 r* 

1,14/ 



20 

1000 

1,233 

1,229/ 

1,24,^ 

1,244/ 

1,203 ^ 

1,227-" 



30 

1000 

1,256^- 

1,266^ 

1,278/ 

1,307/ 

1,247 /- 

1,262 s 



40 

1000 

1,31 / 

1,312^ 

1,31^ 

1,32 Z' 

1,281/ 

1,292 / 



50 

1000 

1.3 

1.339/ 

1,322/* 

1,333^- 

1,334/ 

1,313 / 



60 

1000 

1.33 s 

1.326 / 

1.349/ 

1,365 / 

1,34/ 

1,325^* 



120 

1000 

1,363 / 

1,368 ~" 

1,37/ 

1,373/ 

1,358 / 

1,36 / 

































RESULTATS EN%DISS0 

LIS 






TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

OHIUIF4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

- 0 

0 

0 

0 



5,0 

r 29.59 

30,97 

28,33 

30,40 

24,43 

30,29 

33,10 

2,95 

9,97 

_ 10,0 

66,81 

68,23 

67,69 

67,17 

66,00 

66,53 

65,24 

1.11 

1,66 

15,0 

79.83 

80,56 

80,25 

81,24 

77,36 

78,97 

80,60 

1.42 

1.78 

20,0 

86,63 

86,89 

86,20 

87,36 

87,19 

85,02 

87,12 

0,89 

1,02 

30,0 

89,85 

88,93 

- 89^0 

90,45 

91,99 

88.52 

90,01 

1,27 

1.41 

40,0 
50,0 
60,0 

92.72 
94.53 
96,08 

93,13 
92,89 
95,44 

92,83 
95,16 

93,12 
94,42 

93,35 
94,71 

91,34 
95.49 

92,56 
94,49 

0,73 
0,90 

0,79 
0,95 

120,0 
0,0 

98.37 

98,20 

94,72 
98,10 

96,76 
98,69 

97,39 
98,42 

96,38 
98,11 

95.79 
98,72 

0,96 
0,28 

1,00 
0,29 

0,0 










o.o 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CFI LULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

47.11 

49,33 

45,33 

48,44 

39,11 

48,11 

52,33 

4.52 

9,59 

10,0 

106,42 

108,69 

108,34 

107,02 

105,64 

105,69 

103,15 

2,05 

1,93 

15,0 

127,16 

128,34 

128,43 

129,44 

123,83 

125,43 

127,44 

2,11 

1,66 

20,0 

137.99 

138,43 

137,96 

139,20 

139,56 

135,06 

137,74 

1,60 

1.16 

30,0 

143,12 

141,67 

142,76 

144,11 

147,25 

140,62 

142.31 

2,33 

1,63 

40,0 

147,69 

148,37 

148,57 

148,37 

149,42 

145,09 

146,35 

1,63 

1,10 

50,0 

150,57 

147,98 

152,30 

150,44 

151,60 

151,69 

149,40 

1,64 

1,09 

60,0 

153,04 

152,04 

151,60 

154,17 

155,90 

153,09 

151,46 

1,73 

1,13 

120,0 

156,69 

156,44 

157,00 

157,25 

157,54 

155,84 

156,09 

0,68 

. 0,43 

0,0 










0,0 










0,0 











% dtssous 



60 
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80 


— I — 
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quantite dissoute 


♦ 


40 


1 

60 
temps 


80 
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120 



LF 178 TER LOT RG 2396/01 14 KG 


VY 


1 290.0 
t 290.0 
290.0 


1 
2 
3 


0.0000_1 
0.0029_1 
0.0000 1 


42 L$tkc//*>XJk<. 


Lambda No. Valeur_E 



290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


/o 


1 

2 
3 
4 
5 
6 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


7 
8 
9 
10 
11 
12 


290"^ 

290.0 ° 

290.0 

290.0 

290.0 

290.0 

290 -Otw 
290.0 6 

290.0 

290.0 

290.0 

290.0 

290.0-7- ," 

290.0 ^ 

290.0 

290.0 

290.0 

290.0 


T3~ 
14 
15 
16 
17 
18 


19 
20 
21 
22 
23 
24 


75" 
26 
27 
28 
29 
30 


0.0001_1 
0.0006_1 
-0.0002_1 
-0.0002_1 
0-.0002JL 
-0.0002 1 


TWO 
0.4076_1 
0.4362.1 
0.3517_1 
0.4333_1 
0.4705 1 


0.9/55_l 
0.9733_1 
0.9609_1 
0.9487_1 
0.9490_1 
0.9264J ,- 
1.1484_1 
1.1492_1 
1.1581_1 
1.1083_1- 
1.1221_1 
1.1396 1 


1.233U_1 
1.2293_1 
1.2397_1 
1.2438_1 
1.2025_1 
1.2266 1 


04-08-1997 16:02 


m. 

290. 
290. 
290. 
290. 
290. 
29TJ 
290. 
290. 
290. 
290. 
290. 


0 fc 32 

0 33 

0 34 

0 35 

0 .36 


38 
39 
40 
41 
42 


290 
290. 
290. 
290. 
290. 
290. 


0f> ,43 
0 '5? 44 

0 45 
0 46 
0 47 
0 48 


I.2Sbb_l 
1.2655_1 
1.2775_1 
1.3067_1 
1.2469.1 
1.2617_1 
1.3103_1 
1.3117_1 
1.3095_1 
1..3200JL 
1.2811_1 
1.2923 1 
1.300411 
1.3385_1 
1.3224_1 
1.3334_1 
1.3343_1 
1.3129 1 


290. 
290. 
290. 
290. 
290. 
290. 

m. 

290. 
290. 
290. 


2 £ 


50 
51 
52 
53 
54 


0 0 56 


290. 
290. 
290. 


57 
58 

59 
60 
61 


1.3302J 
1.3264_1 
1.3494_1 
1.3651_1 
1.3395_1 
L3254 L 

1.3628_1 
1.3675.1 
1.3702_1 

1.3730_1 
1.3581_1 
l.-3600_l 


DISSOLUTION 


CONDITIO NS ET MQDFS OPERATOIRFR 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRfT 
08/04/97X 
GAL 233 GAL 091 , 
290 nm/ 
2 s 


m:\commun\gInq\tiaitdon\distem5 
date Edition: le 06/02/97 


T1TRE : LF 178 TER RG 2396/01 a 14 KG 

N° CAHIER : 178 TER n°1 p 1 10 

RCH1ER : M\commun\ginq\donnbase\U 1 78tei\dis$olution\lot 2396RG01 1 4 ka 

ELUANT: LSNa 0,025 M f 

AGITATION: 75TPM 


/ 


PREPARATION PES ECHANTILLONfi 


masse theoriqud 

694,4 

dosage theoriqu^ 

160 


en mg 


FOURNIER 1001605 j 

Highly Confidential 
Subject to 
Protective Order 


masse de ta prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

691,40^ 

694,60 ' 

691,50/ 

694,70/ 

689,40 s 

686,20 / 

159,31 

160,05 

159,33 

160,07 

158,85 

158.11 


CP 

% 

O 

O 
£3£ 


SUIVI D E 


Temoin IQOrogfl l"" 0,900 , 1 


volu 

TEMPS 
0 

me pn§leve en ml 
votume en ml 
0 

5 

OR I.ULE 1 
0 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

5 
m 

1000 

0,444 / 

0 

0,408--' 

0 

0,436 y 

0 

0,352^ 

0 

0,433 / 

0 

0,471 s- 


-ft 


***, 08/04/97 - 93:56 *** 


Echant i 1 1 on: FEHOFI BRATE 
No controls: ARR 1241 


Operateur : 
0 


AG 


Poids tare : 37973. 

— 6 

Poids brut * 37Q98.52 
POIDS NET s 25.39 ^ 


*#* 08/04/97 - 03:59 *** 


Echant i 1 1 on: FEHOFI BRATE 

5Lr^r le i ^"fi FOURNIER 1001606 


0 


Poids tare : 37365. 84 s 

0 

Poids brut : 37393. 42 
POIDS NET : 27.58 3 


Highly Confidential 
Subject to 
Protective Order 



AG 


0 


Poids tare : 19456.64 


Echantillon: ^ LF 173TER 
Ho controle: "2394RG01 2 
Operateur : AG 


0 


Poids brut : 19885.45 - 9 
TOID8NET : 343.81 * 


^ Poids tare : 18884.78 

0 S 

Poids brut s 19236. 38 " 3 

POIDS NET : 351.69 3 


*** 08/84/97 - 99:33 *** 


Echantillon: LF 173TER. 
No controle: 2396RG01 
Operateur : AG 4 


0 


Poids tare : 19344. 91 3 
0 

Poids brut : 19695.50 s 
POIDS NET : 359.59 a 


I' 


*** 03/94/97 - 09:34**** 


Echantillon: LF 178TER 
No controle: 2396RG01 3 
Operateur : AG 


Poids tare : 20139.44 3 


Poids brut : 20486.63 3 
POIDS NET : 347. 19 Z 


FOURNIER 1001607 

Highly Confidential 

Subject to 
Protective Order 


1 1 : < 
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FOURNIER 1001608 

Highly Confidential 
Subject to 
Protective Order 
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FOURNIER 1001609 | 

Highly Confidential 
Subject to 

Protective Order ! A - „ 
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FOURNIER 1001611 

Highly Confidential 
Subject to 
Protective Order 


CO .10 
a-* 


CO 


flu 


LF 178 TER LOT RG 2397/01 14 KG 


, Lambda No. Valeur_E 


Lambda No. Valeur.E 


i 290.0 
I. 290.0 
V 290.0 


-0.0000_1 
- 0.0026 J. 
0.0001 "1 


290.0 To 1 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 


250TTJ^ 


8 
9 
10 

11 

12 
IT 


0.0008_1 
0.0008_1 
0.0007_1 
0.0009_1 
0.0032_1 
0.0019_1 


0.b44b_I 
0.5130_1 
0.4819_1 
0.5826_1 
0.4591_1 
0.6254.1 
l.OObOl 


u i nn?4 i 


04-09-1997 12:28 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


> 32 
33 
34 
35 
36 


290.0- 
290.0 
290.0 
290.0 
290.0 
290.0 


230 
290.0 
290.0 


4<? 38 
39 
40 
41 
42 


* 44 
45 


1.2830_1 
1.3091.1 
1.2904.1 
1.3245.1 
1.2777 1 


1.3313.1 
1.3263.1 
1.3241.1 
1.3126.1 
1.3600.1 
1.3332 1 


1.349TH 
1.3534.1 
1.3386.1 


F0 <W* 1001612 

Prof ect/v e Or d e f 


LF 178 TER LOT RG 2397/01 14 KG 


.Lambda No, Valeur.E 


04-09-1997 12:28 


Lambda No. ValeurE 


i 290.0 
t 290.0. 
-h 290.fi 


-0.0000.1 
-0.0026 J- 

o.oooi'i 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 tc 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 

"T 

8 
9 

10 
11 
12 


0.0008 
0.0008 
0.0007 
0.0009 
0.0032 
0.0019 
U.S446 
0.5130 
0.4819 
0.5826 
0.4591 
0.6254 


2WTD" 
290.0 
290.0 
290.0 
290.0 
290.0 
Z90 
290.0 
290.0 
290.0 
290.0 
290.0 


T , ■ 13 

"° 14 
15 
16 
17 
18 


"5 


"IT 

20 
21 
22 
23 
24 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


*° 26 
27 
28 
29 
30 


l.OUbU 
1.0024 
1.0107 
1.0189 
0.9647 
1.0075 
1.1528 
1.1599 
1.1662 
1.1719. 
1.1537 
1.1429 


1.2428 
1.2449 
1.2508 
1.2186 
1.2528 
1.2297 


290.0 r. -. 

290.0 ^ 

290.0 

290.0 

290.0 

290.0 


W 

32 

33 

34 

35 

36 


290.0 ^ 
290.0 
290.0 
290.0 
290.0 


290.0 * 

290.0 

290.0 

290.0 

290.0 


37 

38 

39 

40 

41 

42 

IT 

44 

45 

46 

47 

48 


"3DTO 
,2830.1 
,3091.1 
.2904.1 
,3245.1 
,2777_1 
,3313 ~1" 
,3263.1 
.3241.1 
.3126.1 
.3600.1 
. 3332_1 


3534.1 
3386.1 
3306.1 
3623_1 
3603 1 


290. G T ,. 
290-.0 ^ 
290.0 
290.0 
290.0 
290J) 


290.0 
290.0 
290.0 
290.0 

290.0 
290.0 


49 
50 
51 
52 
53 
54 
"W 
56 
57 
58 

59 
60 


DISSOLUTION 


m:\commun\glnc(Vtraitck)n\distem5 
date edition: le 06/02/97 


3467_1 
3725_1 
3518_1 
3465.1 
3777.1 
3645.1 

3865.1 
3596.1 
3530. 

.4105.1 
.4051.1 

'fe/ 


CONDmONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D"ONDE 
CUVE en mm: 


D.LECRIT 
O9/04/97„. 
GAL 233 GAL 091/ 
290 nm y 
2 ✓ 


TITRE: 
N* CAHIER : 
RCHIER : 
ELUANT ; 
AGITATION : 


PREPARATION DFS ECHANTILLONS 


masse theorique 

694,4 

dosage theoriqut 

160 


en mg / 


LF 178 TER RG 2397/01 a 14 KG 
178TERn°1p117.„ 

M\commun\glnq\donnbase\U178ter\dlssolution\)ot 2397RG01 14 kg 
LSNa 0,025 M , 
75 TPM 

FOURNIER 1001613 

Highly Confidential 

Subject to 
Protective Order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

686,80 / 

691 ,30./* 

692,20 s 

690,70 / 

694,50 ' 

689,80/ 

158,25 

159,29 

159,49 

159,15 

160,02 

158,94 


Temoin 100mg/l l 0,900 \ 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

O 

. 5 

1000 

0,545/ 

0.513 / 

0,482 / 

0,583 s 

0,459 

0,625/ 

10 

1000 

1,005 / 

1,002 ^ 

1,011 / 

1.019 S 

0,965/ 

1,008 / 

15 

1000 

. .1,153 ^ 

1,16 

1,166 s 

1,172 / 

1,154 ^ 

1.143 

20 

1000 

1,243 

1,245 / 

1,251 S 

1,219 

1.253 

1.23^ 

30 

1000 

1,302 ^ 

1,283/ 

1,309 / 

1.29 ^ 

1.325 ^ 

1,278 

40 

1000 

1,331 ^ 

1,326 ^ 

1,324 / 

. 1,313 / 

1.36/ 

1,333 Z' 

50 

1000 

1,349 / 

1,353/" 

1,339 / 

1,331 s 

1,362 / 

1,36 S 

60 

1000 

1,347 / 

1,373 / 

1.352 

1,347 / 

1,378 / 

1.365 V 


290.0 


30 


1 . tJ3i.0_.l- 

1 . 2297_1 


290.0 60 l^t051_l 


DISSOLUTION 


m:V:ommun\glnq\tFaitdon\dtstem5 
date edition: le 06/02/97 


ft] 

Ok 


rnMn fTIONS F T MODES OPERATOIRES 
OPERATEUR : D.LECRIT 


DATE: 

09/04/97^ 

APPAREIL : 

GAL 233 GAL 091/ 

LONGUEUR O'ONDE : 

290 nm 


CUVE en mm: 

2 

r 

— °™ nFS ECHANTILLONS 






masse theorique 

694,4 

dosage theorique 

160 


TITRE : 
N° CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


LF 178 TER RG 2397/01 a 14 KG 
178TERn°1p117.^ 

M\commun\glnq\donnbase\LI178tertdlssotution\lot 2397RG01 14 kg 

LSNa 0.025 

75TPM 


enmg / 


FOURNIER 1001614 

Highly Confidential 

Subject to 
Protective Order 


masse de la prise d'essai 
quantite de prinripe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

686,80 / 

691,30.,/ 

692,20 ^ 

690,70 / 

694,50 / 

689,80,/ 

158,25 

159,29 

159,49 

159,15 

160,02 

158,94 


Temoin 1O0mg/l | 0,900 J 


<;I1|V1DE LA DISSOLUTION 

volume pr6)eve en ml 

5 




TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,545/ 

0,513 S 

0,482 / 

0,583 s 

0,459 / 

0,625/ 

10 

1000 

1,005 / 

1,002 ^ 

1,011 / 

1,019 / 

0,965/ 

1,008 / 

15 

1000 

1,153 ^ 

1,16 

1,166 s 

1.172 / 

1,154 ' 

1,143/" 

20 

1000 

1,243 

1.245 s> 

1,251 

1,219 / 

1.253 ^ 

1,23 / 

30 

1000 

1,302 / 

1,283/ 

1,309 / 

1,29 ^ 

1.325 / 

1,278 ^ 

40 

1000 

1,331 „■ 

1,326 ^ 

1,324 X 

1,313 / 

1.36/ 

1,333 / 

50 

1000 

1,349 ✓ 

. 1,353/' 

1,339 

1,331 s 

1,362 X 

1,36 / 

60 

1000 

1.347 y 

1,373 / 

1,352/ 

1,347 / 

1,378 / 

1,365^ 

120 

1000 

1,382 ^ 

1,387^ 

1.36^- 

1,353 / 

1.411 S 

1,405/ 


























o 

o 


TEMPS 

JO 

MOYENNE 

CELLULE 1 

CELLULE 2 

rmillFa 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0,00 

0 

0 

- 0 

0 

0 

0 



5.0 

37,32 

38,27 

35,78 

33,58 

40,70 

31,87 

43,69 

4,45 

11,92 

10,0 

70,10 

70,76 

70,07 

70,60 

71.35 

67,16 

70,69 

1,50 

2,13 

15.0 

81,36 

81,50 

81,45 

81,75 

82,38 

80,62 

80,48 

0,71 

0,88 

20.0 

87,50 

88,22 

87,78 

88,08 

86,07 

87,90 

86,96 

0,83 

0,95 

30.0 

91,96 

92,80 

90.86 

92,55 

91.46 

93,33 

90.74 

1,08 

1,18 

40.0 

94,74 

95,30 

94,31 

94,05 

93,51 

96,22 

95,03 

0,97 

1,03 

50.0 

96,45 

97,03 

96.66 

95,56 

95,23 

96,83 

97,39 

0,86 

0,89 

60,0 

97,71 

97,36 

98,52 

96,93 

96.81 

98,42 

98,21 

0,77 

0,79 

120.0 

99,77 

100,29 

99,98 

97,96 

97,70 

101,19 

101,49 

1,60 

1,61 

0.0 










0.0 










0,0 











RESULT ATS EN QUANT1T1 

E DISSOUTE 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5.0 

59,39 

60,56 

57,00 

53,56 

64,76 

51,00 

69.44 

6,95 

11,71 

10.0 

111,59 

111,97 

111,62 

112,60 

113.55 

107,48 

112,35 

2,12 

1.90 

15,0 

129,52 

128.97 

129,73 

130,39 

131.11 

129,01 

127,91 

1.14 

0,88 

20.0 

139,29 

139,61 

139,82 

140,48 

136,99 

140,65 

138,21 

1,42 

1,02 

30.0 

146,39 

146,86 

144,73 

147,62 

145,55 

149,35 

144,23 

1,93 

1,32 

40,0 

150,81 

150,80 

150,22 

150,01 

148,82 

153,98 

151,05 

1,73 

1,15 

50.0 

153,54 

153,54 

153,96 

152,41 

151,55 

154,95 

154,79 

1,34 

0,87 

60.0 

155,54 

154,07 

156,93 

154,60 

154,07 

157,49 

156,10 

1,50 

0,96 

120,0 

158,82 

158,71 1 

159,25 

156,24 

155,49 

161.92 

161,30 

2,60 

1,64 

0.0 










0.0 










0,0 












% dissous 
» — ♦ — ♦ — 


60 
temps 


100 


quantite dissoute 



— i — 

40 


y~. — 

60 
temps 


100 


ft 
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Protective Order ! i 
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CO 
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CO 
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i cr. 

© 
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LF 178 TER LOT RG 2397/01 18 KG 


• 290.0 


290.0 
290.0 


1 0.0000_1 

2 0.0030_1 

3 -0.00011 



FOURNIER 1001616 

Highly Confidential 
Subject to 
Protective Order 


Lambda No. Valeur E 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


to 


290.0 r 5 ' 

290.0 

290.0 

290.0 

290.0 

290.0 


.0. 

o: 

0. 
0. 
0. 
-0. 
~0" 

8 0. 

9 0. 
0 0. 


1 
2 
3 
4 
5 
6 


290.0^- 

290.0 

290.0 

290.0 

290.0 

290.0 


290. 0 Tl 
290.0 
290.0 
290.0 
290.0 
290.0 


0004_1 
0008_1 
0001_1 
0004_1 
0015_1 
0004 1 
TMCl 
2967_1 
2786_1 
2908.1 
2936.1 
2957 1 


8 0 


9 
20 
21 
22 
23 
24 


290. Or, 
290.0 
290.0 
290.0 
290.0 
290.0 


"23 T 

26 1. 

27 1. 

28 1. 

29 1. 
30 


8718.1 
8589.1 
8411.1 
8680.1 
8186.1 
8124,1 

mo 

0944.1 
0972.1 
0608.1 
0774.1 
0889 1 


1830.1 
2091.1 
1822.1 
1775.1 
1887.1 


04-10-1997 12:28 


290.0 T ^31 


290.0 
290.0 
290.0 
290.0 
290.0 


32 
33 
34 
35 
36 


290.0,, ,3/ 


290.0 
290.0 
290.0 
290.0 
290.0 


38 
39 
40 
41 
42 


290. 0^ , 43 


290.0 
290.0 
290.0 
290.0 
290.0 


44 
45 
46 
47 

. 48, 

290.0-^ , 49 
290.0 * 50 
290.0 51 
290.0 52 
290.0 53 
290.0 54 


290. Or... 55 
290.0 ^ 56 
290.0 57 
290.0 ^ 58 


290.0 
290.0 


59 
60 


"172550 
1.2500.1 
1.2820.1 
1.2492.1 
1.2597.1 
1.2481.1 

1.2920.1 
1.2847.1 
1.2971.1 
1.2976.1 
1.2788.1 
1.3158.1 
1.3202.1 
1.3185.1 
1.3121.1 
1.3229.1 
1.3222.1 
1.3281.1 
1.3337.1 
1.3431.1 
1.3340.1 
1.3497.1 
1.3467,1 


1.3607.1 
1.3604.1 
1.3777.1 
1.3618.1 

1.3689.1 
1.3569.1 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\glnc^traitdon\dietem5 
date edition: le 06/02/97 


OPERATEUR : DXECRIT 
DATE : 10/04/97^ 
APPAREIL : GAL 233 GAL 09*/ 
LONGUEUR D'ONDE : 290 nm / 

CUVEenmm: 2 / 


PREPARATION PES ECHANTILLONS 


TTTRE : 
H" CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


masse theorique 

694,4 

dosage theorique 

160 


LF 178 TER RG 2397/01 a 18 KG 
LF178TERn°1p120^ 

M\commun\glnq\donnbase\Lf178teAdissolution\lot 2397RG01 18 kg 
LSNa 0,025 M y 
75TPM 


en mg 


FOURNIER 1001617 

Hf ^yco nfidenKa/ 

Prof bjeCt(o 
Pr °tecf,Ve order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

' CELLULE 6 

692,60 s 

686,30 y 

695,70 / 

689,20^ 

687,60/ 

691,20 / 

159,59 

158,13 

160,30 

158,80 

158,43 

159,26 


Temoin IQOmg/l l 0,900 \ 


volume preteve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

,1000 

0,284.*" 

0,297^ 

0,279 

0,291 y 

0,294;/ 

0,296 / 

10 

1000 

0,872 s 

0,859 ^ 

0,841 

0,868 ^ 

0,819 

0,812 ^ 

15 

1000 

1,102 ,^ 

1,094 y 

1,097.^- 

1,061 ^ 

1.077^ 

1,089 ^ 

20 

1000 

1,191.^ 

1.183^- 

1,209 y 

1,182 ^ 

1,178> 

1.189*" 

30 

1000 

1.255^ 

1,25 y 

1,282/ 

1,249 ^ 

1,26^ 

1.248-^ 

40 

1000 

1,295^ 

1.292.- 

1,285 ^ 

1,297^ 

1,298- 

1,279-/ 

50 

1000 

1,316 r 

1,32^ 

1,319/ 

1,312/ 

1,323^ 

1,322-- 

60 

1000 

1,328^ 

1,334- 

1,343.^ 

1,334/ 

1,35/ 

1,347 <~ 

• ; 120 

1000 

1,361^- 

1,36 ^ 

1.378 .y 

1,362 / 

1,369^ 

1,357 ^ 


























TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

20,27 

19.77 

20,87 

19,34 

20,36 

20,62 

20.65 

0,59 

2,92 

10.0 

59,13 

60,81 

60,46 

58,39 

60,83 

57,54 

56,75 

1,80 

3,05 

15,0 

76,29 

77,13 

77,28 

76,43 

74,64 

75,92 

76,36 

0,95 

1,25 

20,0 

83,80 

83,71 

83,91 

84,57 

83.48 

83,38 

83,72 

0,42 

0,51 

30,0 

89,01 

88,58 

89,04 

90,05 

88,58 

89,55 

88,25 

0.68 

0.76 

"40,0 

91,80 

91.80 

92,43 

90,70 

92,38 

92,65 

90,85 

0.84 

0,92 

50,0 

94,18 

93,71 

94,85 

93,50 

93,88 

94.86 

94,29 

0,58 

0,62 

60,0 

96,09 

95,01 

96,30 

95,62 

95,88 

97,22 

96,50 

0,76 

0,79 

120,0 

98,31 

97,77 

98,59 

98,52 

98,30 

99,02 

97,67 

0,52 

0,53 

0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

32,24 

31,56 

33,00 

31,00 

32,33 

32,67 

32,89 

0,80 

2,48 

10,0 

94.07 

97,05 

95,61 

93,60 

96,61 

91,16 

90.39 

2,82 

3,00 

\ 15,0 

121,37 

123,09 

122,20 

122,51 

118,53 

120,29 

121.62 

1,69 

1,39 

■ 20,0 

133.31 

133,59 

132,69 

135,57 

132.57 

132,11 

133,33 

1,23 

0,92 

1 30.0 

141,60 

141,36 

140,80 

144,35 

140,67 

141,87 

140,55 

1,44 

IjOt 

40,0 

146,04 

146,50 

146,16 

145 ; 39 

146,70 

146,79 

144,69 

0.83 

0,57 

50,0 

149,83 

149,56 

149,99 

149,89 

149,08 

150,29 

150J7 

0,45 

0.30 

60,0 

152.86 

151,62 

152,28 

153,28 

152,26 

154,03 

153,69 

0,95 

0,62 

120.0 

156,40 

156,02 

155,91 

157,92 

156,11 

156,89 

155,55 

0,87 

0.55 

0,0 










0,0 










0,0 












100 120 


quantite dissoute 



—i — 

40 


1 

60 
temps 


80 


100 


120 


FOURNIER 1001618 

Highly Confidential 
Subject to 
Protective Order 


3- 
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>tc*^ o ^ 


&€K Jx>/M 1 3V 

■ $ 
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s 





c 






IB 


CO 


0* 

o 
o 


«2j 


en cr. 


U7 


CD 
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\r>, 
a, 


CD CM 


1/HTER COiir'RTHES LOT 2398/OIRG 14KS 


10-04-1996 


13s 18 ; 


FOURNIER 1001619 

Highly Confidential 
Subject to 
Protective Order 


Lcii'lUu ~i 


vale u. r __tr. 

290.0 

i 

-0.JD001.JL 

290 = 0 

2 

0,0000 1 

290,0 

3 

0.O00O 1 

290 ,0 

4 

O.OOOi JL 

290„0 

5 

0.0001_i 

290 =, 0 

/ 6 

0 - 0000__1 

290.0 ° 

7 

0.0002J1; 

290 = 0 

e 

0 B 0003_jT 

290,0 

9 

0,0003 1 

290.0 

10 

0 a 5983„i 

290 = 0 

11 

0,6219_1 

290 . 0 

12 

0.6676_1 

290 = 0 c,/ 

13 

0. 5703JL 

I 290.0 

14 

0.6147JL 

290.0 

15 

0=7075" 1 

290 = 0 

16 

i,0365„l 

290 . 0 

17 

1-05S0„1 

290,0 

18 

i.0564„i 

290 = 0 JU>' 

19 

1 .0471„1 

290,0 

20 

1*0558^1 

290,0 

21 

1.0704 "l 

" 290.0 

22 " 

1.1951JL 

- 290.0 


l-i97i_l 

290.0 y 

24 

l,196i_l 

290,0 ^ 

25 

1 ,2136_1 

290 - 0 

26 

1 - 2068ll 

290 = 0 

27 

1-1906 1 

290,0 

28 

1 . 2693 JL 

290 . 0 

29 

1 »2779_i 

290„0-£>> 

30 

1.2803 1 

290™0 

31 

1.2821„1 

290 a 0 

32 

1.2737 1 

290.0 

33 

1,2456 1 


^290 . 0 

34 

■ 1=3439 1 

^ 290.0 

35 

L 3287^1 

290.0 , 

36 

1 »3405_1 

2 C ?0,0^=> 

37 

1 ,36!5JL 

290.0 

38 

1.3557JL 

290.0 

39 

1 = 3064 1 

290.0 

40 

1.3717JL 

290 . 0 

41 

1 . 3737 Jl 

290.0 6 / 

42 

1 .3798JL 

290.0 *° 

43 

1 . 3928 JL 

29O.0 

44 

1 , 37S6_1 

290 = 0 

45 

1 . 3389 1 

290 = 0 

46 

i.3885_i" 

290 e 0 

47 

1 «3931 JL 

290,0 , MS 

1 ,3864__i 

290 ,0 

49 

1 -4103JL 

290,0 

50 

1 .3938_i 

290,0 

51 

1 .3523 1 

290,0 

52 

1 „3906_J. 

290 „ 0 

53 

1 .3858 JL 

290=0 r > 

54 

1-3916 1 

290,0 ° 

55 

1 . 4096 J 

290 „ 0 

56 

1=3980 1 

290,0 

57 

1=3567 1 


i 
i 

I 

■i 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR : A GRAND JEAN 
DATE: 1 0/04/97 ✓ 

APPAREIL : GAL 103 GAL 108^ 
LONGUEUR D'ONDE : 290 nny 

CUVE en mm: 2 / 


PREPARATION PES ECHANTILLONS 


T1TRE: 
N° CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


masse theorique 

694,4 

dosage theorique 

160 


en mg 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LF 178 ter 2398/01 RG a 14 KG 
178 TER n't p 121 

m\commun\glnq\donnbase\LI178tef\dissoIution\lbt 2398RG01 14 kg 
LSNa 0,025 M„ 
75TPM 


FOURN/ER 1001620 
"••sh/yConfidenHa, 
Protective Order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

692,60 ^ 

693,50 ^ 

695,90 ^ 

691,90/ 

695,50 f 

691,20 ^ 

159,59 

159,79 

160,35 

159,42 

160,25 

159,26 


2 3 


Temoin 100mg/l | 0,900 | 


volume preleve en ml 

5 






TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,598.-- 

0,622/ 

0,668x 

0,57/ 

0,615./ 

0,708 ^ 

10 

1000 

1,037- 

1,058 ^ 

1,056/ 

1,047- 

1,056 - 

1,07.^ 

15 

1000 

1,195 .** 

1,197- 

1,196 v 

1,214/ 

1,207,.- 

1,191^ 

20 

1000 

1.269^..,. 

1,278^ 

1,28 / 

1,282 / 

1,274- 

1,246 — 

30 

1000 

1.344 / 

1,329 - 

1,341 - 

1,362 - 

1,356' 

1,306^. 

40 

1000 

1,372*- 

1.374 ✓ 

1,38 - 

1,393,.- 

1.379/ 

1,339^ 

50 

1000 

1,389 s 

1,393/ 

1,386 ./ 

'1.41/ 

1,394/ 

1.353,-- 

60 

1000 

1,391^-* 

1,386 / 

1,392/" 

1,41 ,~ 

1,398,,- 

1,357/ 

































RESULTATS EN % DISSCM 

us 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecarttype 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

43,82 

41,64 

43.25 

46,29 

39,73 

42,64 

49,39 

3,48 

7,93 

10,0 

73,52 

72,41 

73,78 

73,41 

73,17 

73,43 

74,90 

0,82 

1,11 

15,0 

84,04 

83,77 

83,82 

83,47 

85,17 

84,27 

83,71 

0,61 

0,73 

20,0 

89.42 

89,34 

89,87 

89,71 

90,34 

89,33 

87,96 

0,81 

0,90 

30,0 

94,61 

95,00 

93,86 

94,38 

'96,36 

95,46 

92,58 

1,32 

1.39 

40,0 

97,38 

97,42 

97,45 

97,55 

98,99 

97,52 

95,34 

1.17 

1,20 

50,0 

98,88 

99,08 

99,25 

98,44 

100,66 

99,04 

96,79 

1,26 

1,28 

60,0 

99,46 

99,70 

99,24 

99,34 

101.16 

99,80 

97,54 

1.17 

1.17 

0,0 










0,0 










0,0 










0.0 











TEMPS 

MOYENNE 

on I.ULE 1 

CELLULE 2 

CELLULE 3 

CEI.I.UI F 4 

CELLULE 5 

CELLULE 6 

ecarttype 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5.0 

70,02 

66,44 

69,11 

74,22 

63,33 

68,33 

78,67 

5,54 

7,92 

10,0 

117,46 

115,55 

117,90 

117,70 

116,65 

117,68 

119,28 

1,26 

1,07 

15,0 

134,27 

133,69 

133,93 

133,85 

135,79 

135,04 

133.32 

0,94 

0.70 

20,0 

142,88 

142,57 

143,60 

143,84 

144,02 

143,15 

140,09 

1,46 

1,02 

30,0 

151,16 

151,61 

149,98 

151,33 

153,62 

152,97 

147,45 

2,22 

1.47 

40,0 

155,59 

155,47 

155,71 

156,41 

157,82 

156,28 

151,85 

2,01 

1,29 

50,0 

157,98 

158.12 

158,59 

157,85 

160,48 

158,72 

154,14 

2,09 

1,33 

60,0 

158,92 

159,11 

158,58 

159,28 

161,27 

159,93 

155,34 

1,98 

1,25 

0,0 










0.0 










0,0 










0,0 











% dissous 



quantity dissoute 



60 


temps 


5 


N - 


,/1 ioo Ay o<=> 


Co 


0\A 5, 


1 


■7-° ^-^N^ /)t^.i.# 


CO 

~i CO 
i 

•v— I •» — I 

CD 
CO 

a. 
to 


c* 

® a* 
- *o 

23 


CO 


a* 


m cti 


V0 


CD 
CD 


\0 


is 


C3> »-* 

c* 


FOURNIER 1001621 

Highly Confidential 
Subject to 
Protective Order 


CO 


m 


DO 
CTn 


LF 178 TER LOT RG 2398/01 18 KG 


Lambda 

• 290.0 
a 290.0 
^ 290.0 


No. Valeur.E- 


1 
2 
3 


-0.0000.1 
0.0029.1 
-0.0001.1 


Lambda No. Valeur_E 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


to 


290.0 Ttt . 
290.0 ^ 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


0.0006.1 
0.0003_1 
0.0007_1 
-0.0001_1 
0.0009.1 
0.0005.1 


7 
8 
9 

10 
11 
12 


0.2433.1 
0.2756.1 
0.2869.1 
0.2726.1 
0.3272.1 
0.2953.1 


290. 0 T| i 13 
290.0 ° 14 
290.0 15 


IT 7686.1 
0.8517.1 
0.8384.1 


04-10-1997 15:55 


290. 0 r , =,31 

290.0 32 

290 iO 33 

290.0 34 

290.0 35 

290.0 36 


X 
1. 
1. 
1. 
1. 
1 


290.0 ^ 
290.0 
290.0 
290.0 
290.0 


W 
38 
39 
40 
41 
42 


3U993 
3066.1 
2914.1 
2975.1 
2660.1 
.2823. 1 

~mr_\ 

.3259.1 
.3208.1 
.3161.1 
.2919.1 
.3177.1 


290.0r«y43 1.3640.1 
2 90.0 44... .1.362 4.1 

1 QQQ/I 1 


290.0" ' 45 


FOURNIER 1001622 

Highly Confidential 

Subject to 
Protective Order 


A. LAu£t_ ^ mm ckiUi ^ c ^^ 


LF 178 TER LOT RG 2398/01 18 KG 


04-10-1997 15:55 


Lambda No. Valeur.E 


Lambda No. Valeur.E 

.290.0 1 -0.0000.1 

o 290.0 2 0.0029.1 

X 290.0 j^3 -0.000U 

/ frl /to 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


to 


1 
2 
3 
4 
5 
6 


290. 0 r< , 

290.0 ^ 

290.0 

290.0 

290.0 

290.0 


290.0 V 
290.0 to 
290.0 
290.0 
290.0 
290.0 


T 
8 
9 

10 
11 
12 
"IT 
14 
15 
16 
17 
18 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
250~TJ 
290.0 
290.0 
290.0 
290.0 
290.0 


7TW 
20 
21 
22 
23 
24 


'to 26 
27 
28 
29 
30 


0.0006_1 
0.0003_1 
0.0007_1 
-0.0001_1 
0.0009_1 
0.0005_1 
0.2433.1 
0.2756.1 
0.2869_1 
0.2726.1 
0.3272.1 
0.2953.1 
0./686.1 
0.8517.1 
0.8384.1 
0.8150.1 
0.8940.1 
0.8533.1 
1.0974.1 
1.1053.1 
1.1121.1 
1.1001.1 
1.1118.1 
1.0916.1 
~OU5BZl 
1.2210.1 
1.2098.1 
1.2076.1 
1.2100.1 
1.1910.1 


290.0-7- s31 
290.0 ^ 32 
290.0 33 
290.0 34 
290.0 35 
290.0 36_ 


290-0^ 37 


290.0 
290.0 
290.0 
290.0 
290.0 


38 
39 
40 
41 
42 


290. 0r^ 43 
290 0 44 

290.0 46 
290.0 47 
290.0 48 
290.0^ 4g 


1.3066.1 
1.2914.1 
1.2975.1 
1.2660.1 
1.2823. 1 
""1.3347"1 
1.3259.1 
1.3208.1 
1.3161.1 
1.2919.1 
1.3177.1 
1.3640li 
.1.3624.1 
' v "l. 3618.1 
1.3394.1 
1.3391.1 
1.3371 1 


50 
51 
52 
53 

54 

290. 0 W £ 


290.0 
290.0 
290.0 
290.0 
290.0 


DISSOLUTION 


fo 


290.0 
290.0 
290.0 

290.0 
290.0 


56 
57 
58 


59 
60 


T. 3709.1 
1.3656.1 
1.3653.1 
1.3512.1 
1.3473.1 
1.3363.1 

1.3786.1 
1.3834.1 
1.3906.1 

1. 3745.1 
1.3696_1 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


CONDITIONS FT MODES OPERATOIRES 

OPERATEUR : D.LECRPT 
DATE : 10/04/97 ^ 

APPAREIL : GAL 233 GAL 091 y 
LONGUEUR D*ONDE : 290 nm ^ 

CUVE en mm: 2 ~s 


; PREPARATION DFS FCHANT1LLONS 


TITRE: 
N" CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


LF 178 TER RG 2398/01 a 18 KG 
LF 178TERn°1 p 125/ 

M\cornnTun\g!n<i\ckmnbase\Lf178tef\dissotirtfo 2398RG01 18 kg^_ 
LSNa 0,025 M y 

75TPM ^ 

/ FOURNIER 1001623 


masse theorique 

694,4 

dosage theorique 

160 


enmg y 


Highly Confidential 

Subject to 
Protective Order 


masse de ta prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

696,80 ^ 

690,70/ 

696,30 s 

694,10 , 

691.40 ^ 

695,90 

160.55 

159,15 

160,44 

159,93 

159,31 

160,35 


Temoin 100mg/l j 0,900 \ 


SUIVI DE LA DISSOLUTION 

volu me preleve en ml 


TEMPS 


volume en ml 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


0 

0,327 S 


CELLULE 6 


0 

0,295 y 


0,243^ 


0,276 . 


0,287., 


0,273 ^ 


10 
15 


1000 


Q,769> 


0,852 


0,838/ 


O.B15 


0,894^ 
1,112 y. 


0,853^ 
1,092 ^ 


1000 


1,097 y 


1,105 ^ 


1,112 ✓ 


1,1 


20 
30 
40 


1000 


1.207 ' 


1,221 < 


1,21 y 


1,208 / 


1,21 y 
1,266 y 


1,191 
1,2B2 


1,31 / 


1,307/ 


1,291 y 


1,298 s- 


1000 


50 
60 


1000 


L335X 
1,364 /* 


1,326 ^ 


1,321/ 


1,362 ^ 


1,362 


1,316 / 
1,339 < 
1,351 / 


1,292 ' 


1,339-'" 
1.347/* 


1,337^ 
1,336 S 


1,371 / 


1,366 y 


1,365 ' 


i9k 


30 1,1910_1 


DISSOLUTION 


290.0 
290.0 


59 
60 


P?3745_l 

1.3696_1 


m:\commun\ginq\lraitdon\distem5 
date edition: le 06/02/97 


j M Tnxnri'T FT «nni=s OPERATOIRES 

OPERATEUR : D.LECRIT 
DATE : 10/04/97 , 

APPARE1L : GAL 233 GAL 091 y 
LONGUEUR D'ONDE : 290 nm > 

CUVE en mm: 2 y 


PRE PARATION FrHANTILLONS 


TITRE : 
N* CAH1ER : 
FICH1ER : 
ELUANT : 
AGITATION : 


masse theorique 

694,4 

dosage theorique 

160 


LF 178 TER RG 2398/01 a 18 KG 
LFUSTERn'Ip^S^ 

M\commun\glnq\donnbase\Lf178teAdissolution\lot 2398RG01 18 kg^ 
LSNa 0,025 M / ~~ 

75 ™ FOURNIER 1001624 

Highly Confidential 
Subject to 
Protective Order 


enmg / 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


696,80 ^ 

690,70 y 

696,30^ 

694,10 

691,40 

695,90 , 

n- 

160,55 

159,15 

160,44 

159,93 

159,31 

160,35 



Temoin IWmo/l l 0,900 | 


RlllVIDF LA DISSOLUTION 

volume preleve en ml 

5 






TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,243 ^ 

0.276 ^ 

0,287.^ 

0,273 ^ 

0,327 y 

0,295^ 

10 

1000 

0,769^ 

0,852 ^ 

0,838 r 

0,815 y 

0,894 r 

0,853 

15 

1000 

1,097 s 

1,105 v 

1,112 ✓ 

1.1 

1,112 ^ 

1,092 ^ 

20 

1000 

1,207 

1,221 ^ 

1,21 y 

1,208 / 

1.21 

1,191 ..- 

30 

1000 

1,31 

1,307/ 


1,298 y 

1,266/ 

1,282 * 

40 

1000 

1,335 V 

1,326 y» 

1,321 S 

1,316 f 

1,292 >* 

1,318 X 

50 

1000 

1,364 / 

1,362 ^ 

1,362 S 

' 1,339 

1 ,339 / 

1,337--'' 

60 

1000 

1,371 s 

1,366 ^ . 

1,365 ' 

1,351 S 

1,347/ 

1,336/ 

120 

1000 

1,403 ' 

1,379 ' 

1,383 y 

1,391 s 

1.375 / 

1,37 / 


























G 
o 

ad 


Ht&ULIMIO izn To Lfio^vy 
TEMPS 

MOYENNE 

CELLULE 1 

CELLUI F 7 

CFIIUIF3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

- 0 

0 

0 

0 



5,0 

19,70 

16,82 

19,27 

19,88 

18.97 

22,81 

20,44 

1,96 

9.97 

10.0 

58,24 

53,30 

59,58 

58,14 

56,72 

62,47 

59,21 

3,08 

5,28 

15.0 

77,01 

76,27 

77,54 

77,40 

76,80 

77,98 

76,07 

0,76 

0.98 

20,0 

84,68 

84.26 

86,03 

84,57 

84,69 

85,21 

83,31 

0,91 

1,08 

30,0 

90,96 

91.81 

92,46 

90,60 

91,36 

89,53 

90.02 

1.11 

1.22 

40,0 

93,19 

93.99 

94,24 

93,13 

93,06 

91,79 

92,96 

0,87 

0,93 

50,0 

95,91 

96,46 

97,21 

96,42 

95,11 

95,52 

94.74 

0,94 

0.98 

60,0 

96.76 

97,42 

97,97 

97,10 

96,41 

96,54 

95,13 

0,98 

1,02 

120,0 

99,14 

100,10 

99,35 

98,82 

99,66 

98,96 

97,95 

0,75 

0,75 

0,0 










0,0 










0,0 











RFRULTATS ENQUANTIT 

FDISSOUTE 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

31,50 

27,00 

30,67 

31,89 

30,33 

36,33 

32,78 

3,08 

9,78 

10,0 

93,14 

85,58 

94,82 

93,27 

90,71 

99,52 

94,94 

4,69 

5,03 

15,0 

123,18 

122,45 

123,40 

124,18 

122,83 

124,23 

121,97 

0,93 

0,75 

20,0 

135,44 

135,28 

136,91 

135,69 

135,44 

135,74 

133,58 

1,08 

0,79 

30.0 

145,50 

147,40 

147,14 

145,36 

146,11 

142.64 

144,35 

1,80 

1.24 

40.0 

149,07 

150,90 

149,98 

149,41 

148,83 

146,23 

149.06 

1,58 

1,06 

50.0 

153,41 

154,87 

154,72 

154,70 

152,12 

152,17 

151.91 

1,48 

0,97 

60.0 

154,77 

156,40 

155;92 

155,79 

154,19 

153,80 

152,54 

1.50 

0,97 

120.0 

158,58 

160,72 

158,12 

158,55 

159,39 

157.66 

157,06 

1,31 

0,83 

0.0 










0.0 










0,0 














% dissous 
► — ♦ — • — 


60 
temps 


— I 
120 


quantity dissoute 



60 
temps 


100 


oa,. ^ vi>. 


*** 10/04/9? - 10:26 *** 


Echantillon: FENOFIBRATE 
No.con-trole: ARR 1241 Tl 
Operateur : AS. 




9 



Poids 

tare 


7.25194 

9 



0 








brut 


7. 27727 

S 

POIDS 

NET 


@. 82533 



"~ AG 


Poids tare : tl. 97059 g 

Poids brut : 11.99549 -3 
POIDS NET : 0. 02 499 9 


Prof, 


Subject to 


1 

j 


ec t»Ve Order 


2, >J> cJL_ W^-Cio^ r*L 


c^i p ax&^c- p^cv^o^ wO*-^^, |2jooU ^>£>V*\G><^t\&~iLXjiJ^ . 

ops _£>&p) . 

-2-1. k8-Jb;o^ 


*** 10X04 -'9? - 08:33 *** 


Echantillon: LF 173TER 
Ho controle: 2397RG01 1 
Operateur 5 AG 


10/04x97 - 93:39 *** 


3 


Echantillon 
No controle 
Operateur 


LF 178TER 
239SRG01 3 
AG 


Poids tare : 14.24333 v 

0 

Poids brut : 14-60254 s 
POIDS NET : 9-35421 s 


*** 10/04/97 - 03:37 *** 


Echantillon 
Ho controle 
Operateur 


LF 178TER 
2397RG01 2 
AG' 


0 


Poids tare : 15.33274 ? 
0 . 

Poids brut.: 15.73199 3 
POIDS NET : 0.34335 g 


Poids tare : 11.96462 s 

0 — 

Poids brut : 12.31560 s 

POIDS NET : 9.35098 s 

*** 10/04/97 - 03:42 *** 


Echantillon: LF173 TER 
No controle: 239SRG01 4 
Operateur : AG 

f — • — — 

Poids tare : 13. 15772 s 


0 


Poids brut : 13,50633 g 
POIDS NET : 0.34861 s 


^/VJL.^! ft .. , . 


FOURNIER 1001626 

H 'gWy Confidential 

Subject to l 
Protective Order 


pmu^- olc^wo ^lo(L dL JD, 


2>. ^n^-cKXoKo <z)r cJLUjJ&xte 

















2* VrS-l^ 




J 4 CS > JLo~^ 


-J ^ 69 y Jo" 


y Jo 


FOURNIER 1001627 
Highly Confidential 

Subject to 
Protective Order 


333°^ 


Pa 


> 


■a. 


•~-f 

if- 


2>so sy 


FOURNIER 1001628 j 

Highly Confidential , 
Subject to j 
Protective Order 


'■5 
I 

' ' l 11.84. 9? 09:45:32 


3 


VYU^e .V&k. rL Encode."" 2399.61-15 zJ£5,4^. ftC- .. | 


ID 












5 





ID 


ID 


ID 


Cc 


ID 


fej 64/, ?c6 


ID 


@.0 tag 
689.6 rag 

8.0 rag 
694^2 rag 

0.0 rag 
637. 5 rag 

8.0 rag 
694.9 rag 

0.0 rag 
690.1 mg 

0.0 rag 
695.3 raq 


f; 


ec M/otpa-fhSrt.4£j[ 


o 

FOURNIER 1001629 
Highly Confidential 

V Subject to 
Protective Order 

tic w l!>5> a 




: W 


4 

I 

5 


md3S^ ^U- o t o9^f) l/^W-fcafe 


AdoA, 0<y 


cc MjolifftflfLMd^ 


fed 6A/-&>5 


FOURN1ER 1001G30 
Highly Confidential 
Subject to 
Protective Order 


Jin n!!H!!!!!tn|H!M!!!f \\ \ \ \ \ \ \\ j | \ \\ \ \ \ < " 



LF 178 TER LOT RG 2399/01 15 KG 


'290.0 1 0.0000_1 
I 290.0 2 0.0032.1 
V 290.0 fs^3 -0.0001_1 


Lambda No. Valeur_E 


290.0 7to 

290.0 

290.0 

290.0 

290.0 

290.0 


1 
2 
3 
'4 
5 
6 


290.0 i\ 
290.0 ' 
290.0 
290.0 
290.0 . 
290.0 


T 

8 

9 
10 
11 
12 


290.0 r, < 13 
290.0 l ° 14 
290.0 15 


-0.0029_1 
-0.000U 
0.0002_1 
0.0000_1 
0.0001_1 
-0.0003, 1 
"OI5511 
0.3250.1 
0.3696_1 
0.3568.1 
0.3505_1 
0.3429_1 


XB730 
0.8900_1 
0.9225 1 


IK 


04-11-1997 12:32 


290. 
290. 
290. 
290. 
290. 


0 v 32 

0 33 

0 34 

0 35 

0 36 


290. 
290. 
290. 
290. 
290. 
290. 


0 ** 38 

0 39 

0 40 

0 41 

0 42 


290.0 ,- .43 
290. 
290. 


0 44 


ion 


45 


T284T1 
1.3058.1 
1.2842.1 
1.2638.1 
1.2707.1 
1.2911 1 


1.3262.1 
1.3467.1 
1.3021.1 
1.3239.1 
1.3121.1 
1.3227. 1 
X339E[_1 
1.3658.1 
1.3197.1 


■i 


FOURNtER 100 1631 

Highly Confidential 

Subject to 
Protective Order 


J 

-J 


I 
D 


LF 178 TER LOT RG 2399/01 15 KG 


Lambda • No. Valeur_E 


'290.0 1 0.0000_1 
I 290.0 2 0.0032_1 
^ 290.0 fv\ 3 -0.0001_1 


290. 0 7k> 

290.0 

290.0 

290.0 

290.0 

290.0 


1 
2 
3 
4 
5 
6 


290. Or 
290.0 
290.0 
290.0 
290.0 
290.0 


6 


7 
8 
9 

10 
11 
12 


290.0 r , 13 
290.0 l ° 14 
290.0 15 
290.0 16 
290.0 17 
290.0 18 


290.0- 1 19 


290.0 
290.0 
290.0 
290.0 
290.0 

29inr 


20 
21 
22 
23 
24 


290 .0 '««> 26 


290.0 
290.0 
290.0 
290.0 


27 
28 
29 
30 


DISSOLUTION 


- 4 CONDITIONS ET MODES OPERATOIRES 

1 OPERATEUR": D.LECRIT 

1 DATE: 11/04/97, 

| APPAREIL : GAL 233 GAL 091 

"| LONGUEUR DONDE : 290 nm^ 

■■; CUVEenmm: 2 


PREPARATION PES ECHANTILLONS 


0029_1 
000 1_1 
0002_1 
0000,1 
0.0001_1 
-0.0003_ 1 

0.3250_1 
0.3696_1 
0.3568_1 
0.3505_1 
0.3429,1 
0.8736,1 
0.8900_1 
0.9225_1 
0.9137_1 
0.8835_1 
0.8851_1 
TM1 
1.1173_1 
1.1046_1 
1.1072_1 
1 .1044,1 
1.1077,1 
1. .2043,1 
1.2179,1 
1.1905,1 
1:2003,1 
1.1974,1 
1.2059 1 


m: 

290. 
290. 
290. 
290. 
290. 


0 v 32 
0 33 
0 34 
0 35 

0 36 


290. 
290. 
290. 
290. 
290. 
290. 


0 ,37 

0 38 

0 39 

0 40 

0 41 

0 42 


290.0 r .43 
290. 
290 
290 
290 
290 
29U 


.0 '&> 44 

0 45 
0 46 
0 47 
0 48 


290 
290 
290 
290 
290 


0 'v 50 
0 51 
0 52 
0 53 
0 54 


290 
290 
290 
290 

290 
290 


.0 r ,55 
.0 56 
.0 57 
■ 0 A, 58 

.0 f,t 6 

.0 60 


IV 

m:\conninin^lnq\traitdon\dislem5 
date edition: le 06/02/97 


UTRE: 

N* CAHIER : 

FICHIER: 

ELUANT: 

AGITATION : 


04-11-1997 12:32 


■'1.2WM 
1.3058,1 
1.2842_1 
1.2638,1 
1.2707_1 
1.2911 1 


1.3262,1 
1.3467_1 
1.3021,1 
1.3239.1 
1.3121,1 
1.3227, 1 
1.33%_1 
1.3658_1 
1.3197,1 
1.3260_1 
1.3264,1 
1.3436,1 
1.3b3b_l 
1.3635,1 
1.3201,1 
1.3363_1 
1.3459,1 
1.3501_1 


1.39UO 
1.4039,1 
1.3563,1 
1.3826,1 

1.3758,1 
1.3827 1 


LF 178 TER RG 2399/01 a 15 KG 
LF178TERn'1p131. 

M\conmun\gJnq\donnbase\U178tei^^ 15 kg 

LSNa 0,025 M y , 

75TPM 

FOURNIER 1001632 

Highly Confidential 
Subject to 
Protective Order 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

694,4 

en mg 

dosage theoriquc 

160 




CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

689,60 ✓ 

694,20/ 

687,50/ 

694,00 

690,10 ^ 

695,30 / 

158,89 

159,95 

158,41 

159,91 

159,01 

160,21 


Temoin 100mg/ll 0,900 \ 


volume oreleve en ml 

5 




TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,317/ 

0,325 V 

0,37 ' 

0,357/ 

0,351 /*• 

0,343/ 

10 

1000 

0,874/ 

0,89 y 

0,923 X 

0,914 / 

0,884 X 

0,885/ 

15 

1000 

1,105 / 

1,117 S 

1,105/ 

1.107 / 

1,104 V 

1,108/ 

20 

1000 

1.204 /. 


1.191 * 

1,2 S 

1,197 ^ 

1,206/- 

30 

1000 

1,285 / 

1,306/ 

.1,284/ 

1,264/ 

1,271 f 

1,291 X 

40 

1000 

1,326 y 

1.347^ 

1.302., 

1,324 S 

1,312^ 

1,323 S 

50 

1000 

1,34 - 

1.366 ' 

1,32 S 

1,326 / 

1,326/ 

1,344/ 

4 S 


O 


F90.0 30 1.2059 1 


DISSOLUTION 


ft. 


290.0W60 1.3827 1 


>l/ 

m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


mnnmoNS ft modes operatoires 

OPERATEUR : D.LECRIT 
DATE : 1 1/04/97 , 

APPAREIL : GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm ^ 

CUVE en mm: 2 


PREPARATION HF<t FCHANTILLONS 


TITRE : 
N° CAHtER : 
FICHIER : 
ELUANT : 
AGITATION : 


LF 178 TER RG 2399/01 a 15 KG 
LF 178 TER n°1 p 131, 

M\commun\g!nq\donnbase\Lf178tertdissolution\lot 2399RG01 15 kg 
LSNa 0,025 M ^ 
75 TPM 


masse theoriquej 

694,4 


dosage theoriquej 

160 

en mg 


FOURNIER 1001633 

Subject to 
Protective Order 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

689.60 y 

694,20/ 

687,50/ 

694,00 ^ 

690,10 ^ 

695,30 s 

158,89 

159,95 

158,41 

159,91 

159,01 

160,21 


Temoin 100mg/l | 0,900 | 


volume preleve en ml 

5 






TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,317.^ 

0,325 ' 

0,37 ' 

0,357 V 

0,351 V 

0,343/ 

10 

1000 

0,874 V 

0,89 / 

0.923/ 

0,914 ,v 

0,884 / 

0,885 V 

15 

1000 

1,105/ 

1,117 / 

1,105 / 

1.107 s 

1.104 / 

1,108/ 

20 

1000 

1,204 / 

1.218/- 

1.191 ' 

[ 1,2 / 

1.197 

1.206/ 

30 

1000 

1,285 V 

1,306/ 

1,284/ 

1,264^- 

1,271 S 

1,291/ 

40 

1000 

1,326 / 

1,347/ 

1,302^ 

1,324 / 

1,312*-- 

1,323/ 

50 

1000 

1,34 s 

1,366 ^ 

1,32 / 

1,326 / 

1,326/ 

1,344 V 

60 

1000 

1.354 / 

1,364 / 

1,32 V 

1,336 V 

1,346 V 

1.35 V 

120 

1000 

1,39 / 

1,404 / 

1,356 V 

1,383 ' 

1,376 S 

1,383/ 

























RESULTATS EN%DISSO 

US 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5 .° 

23,97 

22.17 

22,58 

25,95 

24,81 

24,53 

23.79 

1.43 

5,95 

10,0 

62,51 

61,23 

61,94 

64,87 

63,63 

61,89 

61,50 

1,43 

2,29 

15.0 

77,64 

77.69 

78.01 

77,96 

77,36 

77,58 

77,27 

0,30 

0,39 

20,0 

84,65 

85,00 

85,42 

84,38 

84,21 

84,46 

84,45 

0,46 

0,54 

30,0 

90.71 

91,08 

94,95 

91,32 

89,07 

90,05 

90,76 

1,02 

1.12 

40,0 

93,86 

94,40 

95,26 

93,03 

93,68 

93,36 

93,43 

0,82 

0,88 

50,0 

95,34 

95,84 

97,04 

94,75 

94,28 

94,79 

95,35 

0,99 

1,04 

60,0 

96,37 

97.29 

97,38 

95,22 

95,43 

96,66 

96.23 

0,91 

0,95 

120,0 

99,41 

100,28 

100,63 

98,20 

99,16 

99,22 

98,99 

0,89 

0,90 

0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5.0 

38,20 

35,22 

36,11 

41,11 

39.67 

39,00 

38,11 

2,21 

5,79 

10,0 

99.64 

97,29 

99,07 

102,76 

101,75 

98,42 

98,52 

2.14 

2,14 

15,0 

123,76 

123,44 

124,79 

123,50 

123,71 

123,35 

123,79 

0,53 

0.43 

20,0 

134.93 

135,05 

136,63 

133,67 

134,65 

134,30 

135.30 

1,01 

0,75 

30.0 

144,58 

144,72 

147,08 

144,66 

142,43 

143,19 

145,41 

1,65 

1.14 

40.0 

149,61 

149,99 

152,36 

147,37 

149,80 

148,45 

149.69 

1,68 

1,12 

50.0 

151.98 

152,28 

155,22 

150,10 

150,76 

150,73 

152,75 

1,89 

1,24 

60,0 

153,61 

154,58 

155,76 

150,83 

152,61 

153,69 

154,17 

1.71 

1.11 

120.0 

158,47 

159.34 

160.96 

155.56 

158,57 

157,77 

158.58 

1,78 

1,13 

0.0 










0.0 










0,0 












% dissous 
4 — # — 


60 
temps 


80 


100 


120 


quantite dissoute 



40 


60 
temps 


80 


100 


— t 
120 


t 


#** 11.'04*'97 - 98:43 *** 


Echant i 1 1 on : FEHOF I BRATE 
Ho controle: ARR 1241 Tl 
Qperateur : AS 


Echant i 1 1 on : FEHOF I BRATE 
No controle: ARR 1241 T2 
Operateur : AG 


9 


Poids tare : 11.51415 s 

8 

Poids brut : 11.53883 s 
POIDS NET : 8.82463 s 


^ Poids tare : 18.37260 s 

— ; — : q ; 

Poids brut : 18. 33880 3 
POIDS NET : 8.82548 3 


FOURNIER 1001634 

Highly Confidential 
Subject to 
Protective Order 


c\«^ CU io J, 


2- v-3 cJlxv Ko^JZ^o^sJ^ 


^> Q>-og>jU bcPc^v^o^ vn°S 3>rML . 


*** 11/84/97 


:3© *** 


*** 11/04/97 - 08:33 *** 


Echarrti lions LF 173TER 
Ho controle:LOT 2399RG81 
1 

Operateur A6 


Echarrti lion: LF 17STER 
No controls: LOT 2399RG01 
2 

Operateur : AG 




8 



Poids 

■tare 


13. 83493 

■9 



8 







Poids 

brut 


19. 23615 

3 

PQIDS 

NET 


8.35122 

3 


8 


Poids tare : 17.79882 s 

8 

Poids brut : 18. 14293 3 

POIDS NET : 8.35291 3 


ov£L_ -^o^ft- cAusu 


FOURNIER 1001635 j 

H, '9hJy Confidential 
Subject to 

Protective Order 



W> _11 


A <0 2> * .lo" C , 



32>sh ^ /- 




332> JU./ 



1^ 


i 


i 


Vrs x 


FOURNIER 1001636 j 

Highly Confidential ; 
Subject to 
Protective Order 


-V*>s .V^ j^ y 


a- 


3 

















MfcJifsfr &e- ju/ ©<< / <^V> 

/ .... 

S 



s 




Q. 





FOURNIER 1001637 

Highly Confidential 
Subject to 
Protective Order 



2, ; feg^e- ^fe ^o^wpn^s fed GM- 


in 


■CD 


g' " I' 


Mil 


on 

Cf*. 


<3 


oc* 


cn rn 

£ £ 

© CO 


LP 178 TER LOT RS 2399/01 20 KB 


1 


Lambda 

' 290.0 
£. 290,0 
290 . 0 


No. 


ValeurJE 

0.0001_i 
0.0016_1 

0,0001 1 


F0URNIER 1001638 

Highly Confidential 
Subject to 
Protective Order 


Lambda 


No . 


Valaur E 


290. 0 7^ 

1 

-~0«00Ol_i 

290 . 0 


0,000i__l 

290 - 0 

3 

-0.0007_I 

290 „ O 

4 

-0 . 0006_1 

290 . 0 

5 

-0.0008_I 

290-0 

6 

-0.0007 1 

290 = 0 T / 
290-0 

7 

0-2173 J 

8 

0.2154_1 

290 . 0 

9 

0-2435__l 

290 . 0 

10 

0.2332„1 

290 . 0 

ii 

0.2798_1 

290 = 0 

12 

0 = 2225 I" 

290.0 , 

290 , 0 ° 

13 

0.7768_i 

14 

0 B S035_i 

290 . 0 

15 

0 „ 7739_1 

290 ti 0 

16 

0 . 7770_i 

290 - 0 

17 

0,3438_1 

290 . 0 

IS 

0.7800 1 

290,0^ / 

19 

i = 0307._I 

290 „0 ''^ 

20 

1 , 0803_1 

290 = 0 

21 

1. 0908_1 

290,0 

22 

1,0653 1 

290 , 0 

23 

1". 074 5^1 

290.-0 

24 

1.0701 1 

290.0 
290,0 'w 

25 

1.2063_i 

26 

1.1921__1 

290 . 0 

27 

1 . 2092_1 

290-0 

28 

1 1845_JL 

290 = 0 

29 

1 .1813„1 



v /^n/ 4 .. 


11-04-1996 


14:41 


290, 


31 

1 

,2751_1 

290. 

32 

1 

.2713„1 

290, 

0 

33 

I 

. 2948„1 

290 = 

0 

34 

1 

.2543..1 

290. 

0 

35 

1 

= 2532__1 

290 = 

0 

36 

1 

a 2569„l 

290, 


37 

1 

.321 /_i 

290 « 

o^ f 

38 

1 

. 3021^1 

290. 

0 

39 

1 

c 3177„l 

290. 

0 

40 

1 

. 3003JL 

290 . 

0 

41 

1 

. 2893.1 

290. 

0 

42 

1 

.3146 1 

290, 

o 7 ^ 

43 

1 

■33i/_I 

290 c 

44 

1 

,3246„1 

290. 

0 

45 

1 

,3421„1 

290 . 

0 

46 

1 

■3256_1 

290 

.0 

47 

1 

.3015^1 

290, 

0 

48 

1 

„3429_i 


290 

290 . 

290, 

290, 

290, 

290. 

290; 

290, 
290 , 
290, 
290 
290, 


0 /6 ° 50 

0 51 

0 52 

0 53 

0 54 


07735- 

Q lid 56 

0 57 

0 58 

0 59- 

0 60 


1 . 3368_1 
1 . 36S3_1 
1. 3454JL 
1 - 3233_„1 
1.35451 
1. 39053 
1 . 3843 JL 
1 - 4030_1 
i. 4035^1 
l-3650„i 
1.3947„1 

D r ram a r !L I 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR : D.LECRIT 
DATE : 1 1/04/97 

APPAREIL : GAL 103 GAL 108 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE : LF 178 TER RG 2399/01 a 20 KG 

N* CAHIER : 178 TER n°1 p 136^ 

FICHIER : ^ommun\glnqVdonnbase\U178tertdisso!ution\lot 2399RG01 20 ko 

ELUANT: LSNa 0,025 M ^, y 

AGITATION: 75TPM 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quanttte de principe actif 


masse theorique 

694,4 




dosage theorique 

160 

en mg 







CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

n CELLULE 6 

696,00 / 

693,00^ 

694,90 

693,80 

687,80/ 

693,00 

160,37 

159,68 

160,12 

159,86 

158,48 

159,68 


Temoin I00mg/t | 0,900 | 


FOURNIER 1001639 

Highly Confidential 
Subject to 
Protective Order 


SUIVI DE LA D ISSOLUTION 

volume preleve en ml[fT 



hp 


flatted*. ^y^L. r sn.okD x O t oV> tQM.k - ^<L£&^ 


foA, 


sf 


2 


*) 


A 

etu! 






stgoAjA^. 


CC JtffOLtjfr ffL/A.&h^ 
CC J^l^ ksX^^ 

CC A(<(Oi<[<tf- IhAc*.. °lM 


FOU ^R100 1640 

Hf 9h/y Conf/dentia/ 

Subject to 
Protective Order 


10 ^ 


'T> 1 


CM 


- "D 


A- 


CD 


in 


est 


a-. 


: en cr» 


5^ 


CTi 


a* 

'-0 


r- 
cr-. 


- — a% 


ff-. 


IF 178 JER LOT RG 2400/01 14 KG 


Lambda No. Valeur.E 


04-14-1997 12:29 


, 290.0 
L 2.90.0 


> 


290.0 


1 -0.0000.1 

2 0.0026_1 

3 0.0000_1 


290.0-72, 
290,0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


ill M '/Alv . 


290.0 r -> 7 
„ «^ 8 

9 
10 
11 
12 


290.0 
290.0 
290.0 
290.0 
290.0 


250 
290.0 
290.0 
290.0 
290.0 
290.0 


m 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


"° 14 
15 
16 
17 
18 


-0.0003_1 

o.ooo3_r 

0.0001_1 
0.0002_1 
0,0008.1 
0.0007_1 
0.351U 
0.3548.1 
0.3747_1 
0.3613.1 
0.3214.1 
0.38161 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


'2e>. 


H 20 
21 
22 
23 
24 


0.9481.1 
0.9305^1 
0.9539.1 
0.9587.1 
0.9229.1 
0.9129 1 


290.0 
290.0 
290.0 
290.0. 
290.0 
290.0 


"3T 

32 
33 
34 
35 
36 


1.3063.1 
1.2940.1 
1.2866.1 
1.3260.1 
1.3075.1 
■1.3038 1 


ry 37 


38 
39 
40 
41 
42 


1.1540.1 
1.1325.1 
1.1437.1 
1.1706.1 
1.1485.1 
1.1418 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


E713- 

44 
45 
46 
47 
48 


1.3459.1 
1.3496.1 
1.3395.1 
1.3588.1 
1.3624.1 
1.3274 1 
1.3670:i 
1.3533.1 
1.3584.1 
1.3668.1 
1.3644.1 
1.3537 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


725 
26 
27 
28 
29 
30 


1.2371.1 
1.2383.1 
1.2412.1 
1.2557.1 
1.2397.1 
1.2300.1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


i 49 


50 
51 
52 
53 
54 


1.3711.1 
1.3748.1 
1.3584.1 
1.3869.1 
1.3974.1 
1.3582 1 


290. Of,,. 55 
290.0 fo 
290.0 
290.0 


56 
57 
58 


290.0 
290.0 


59 
60 


1.3703.1 
1.4095.1 
1.3874.1 
1.4185.1 

1.4328.1' 
1.3728 1 


FOURNIER 1001641 

Highly Confidential 

Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MODES OPERATQIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
14/04/97 
GAL 233 GAL 091 
290 nm 
2 


TITRE: 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


m:\commun\glnq\lraiUjon\distem5 
date edition: le 06/02/97 


LF 178 TER RG 2400/01 a 14 KG 
LF178 TER n*1 p 138 

M\commun\glnq\donnbase\Lf178tei\dissofution\lot2400RG01 14 kg 

LSNa 0,025 M^ 

75TPM, 


PREPARATION PES ECHANTILLONS 


masse theorique 

694,4 

dosage theorique 

160 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

695,30,- 

692,30 

693,30 ^ 

697,50 s 

699,20^- 

696,50^ 

quantile de principe actif 

160.21 

159,52 

159,75 

160,71 

161,11 

160.48 


Temoin 100mg/l l 0,900 | 


FOURNIER 1001642 
Highly Confidential 

Subject to 
Protective Order 


voli 

me preleve en ml 

5 




volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


5 

1000 

0,351 >- 

0,355^ 

0,375 ✓ 

0,361 ,^ 

0,321 ^ 

0,382^ 


10 

1000 

0,948^ 

0,931 ^ 

0,954 ^ 

0,959 ^ 

0,923 

0,913 — 


15 

1000 

1,154." 

1,133 ^ 

1,144^ 

1,171^ 

1,149 / 

1,142 ^ 


20 

1000 

1,237^ 

1,238 ^ 

1,241 ^ 

1,256 ^ 

1,24 „ 

1,23^ 


30 

1000 

1,306^ 

1,294^- 

1,287^- 

1,326^- 

1,308> 

1,304^ 


40 

1000 

1,346^ 

1,35 ~* 

1,34 ^ 

1,359^- 

1,362^. 

1,327 _ 

50 

1000 

1,367^- 

1,353.^ 

1,358^ 

1.367 

1.364^* 

1,354^ 

60 

1000 

1.371 ^ 

1.375, 

1,358 ^ 

1,387^- 

1,397^ 

1,358 ^ 

120 

1000 

1,37 ^ 

1,41 ^* 

1,387 ^ 

1,419 ^ 

1,433 s 

1,373 S 

























RESULTATS EN % DISSOI 

JS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

24,78 

24,34 

24,73 

26,08 

24,96 

22,14 

26,45 

1,53 

6,17 

10,0 

65,14 

65,87 

64,97 

66,49 

66,43 

63,77 

63,34 

1,35 

2,07 

15,0 

80,08 

80,49 

79,37 

80,03 

81,41 

79,67 

79,51 

0,77 

0,96 

20,0 

86,82 

86,64 

87.08 

87,18 

87,70 

86,35 

86,00 

0,61 

0,71 

30,0 

91,68 

91,86 

91,41 

90,81 

92,97 

91.46 

91,55 

0,72 

0,79 

40,0 

95,12 

95,08 

95,76 

94,94 

95,71 

95,64 

93,60 

0,82 

0,86 

50,0 

96,50 

97,01 

96,44 

96,66 

96,73 

96,25 

95,92 

0,38 

0,40 

60,0 

97,93 

97,76 

98.44 

: 97.13 

98,59 

98,99 

96,67 

0,90 

0,92 

120,0 

100,09 

98,16 

101,36 

. 99,62 

101,28 

101,96 

98,18 

1,68 

1,68 

. 0,0 










■ o.o 










0.0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

39,72 

39,00 

39,44 

41,67 

40,11 

35,67 

42,44 

2,38 

6,00 

10,0 

104,42 

105,53 

103,64 

106.21 

106.76 

102,73 

101,66 

2.05 

1,96 

15.0 

128,37 

128.94 

126.60 

127.85 

130,84 

128,36 

127,61 

1,44 

1.12 

20,0 

139,17 

138,81 

138,90 

139,26 

140,94 

139,11 

138,02 

0,97 

0,69 

30.0 

146,95 

147,16 

145,81 

145,06 

149,42 

147,35 

146.93 

1,49 

1,02 

40,0 

152,48 

152,33 

152,75 

151,67 

153,82 

154,08 

150,21 

1.43 

0.94 

50,0 

154,69 

155,41 

153,83 

154.41 

155,46 

155,06 

153,94 

0,72 

0.47 

60,0 

156,98 

156,62 

157,03 

155,17 

158,44 

159,48 

155,14 

1.74 

1.1.1 

120,0 

160,45 

157,27 

161.68 

159,14 

162,77 

164,26 

157,56 

2,88 

1,80 

0,0 










0,0 










0.0 
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FOURNIER 1001643 

Highly Confidential 
Subject to 
Protective Order 


LF 178 TER LOT RG 2400/01 18 KG 


tit 


\ iL-- Lambda No. Valeur_E 


290.0 1 0.0000 1 
L 290.0 2 0.0027Z1 
^ 3 0.0000_1 


290.0 


\l\r 


i At fa/ A* 

b Al l~$M*/ttAJ^ 


290.0- 

290.0 

290.0 

290.0 

290.0 

290.0 


25X0 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


~T 
8 
9 

10 
11 
12 


290.0 t- . 13 
290.0 lo 14 


290.0 
290.0 


15 
16 


0.0008_1 
0.0000_1 
0.0000_1 
0.0006_1 
-0.0002_1 
0.0001 1 


0.2140_1 
0.211'8_1 
0.1918_1 
0.2053_1 
0.2012_1 
0.1969 1 


0.7753_1 
0.7563_1 
0.7608_1 
0.73321 


04-14-1997 16:04 


290. 0 7 ,31 
290.0 ^ 32 
33 
34 
35 
36 


290.0 
290.0 
290.0 
290.0 


290. 0 T / > 37 
290.0 *" 38 


290.0 
290.0 
290.0 
290.0 


39 
40 
41 
42 


290.0 
290.0 
290.0 
290.0 
290.0 


' 43 
44 
45 
46 
47 

AO 


1.2/91J 
1.2752_1 
1.2727_1 
1.2924_1 
1.2519JL 
1.2733 1 


1.3161_1 
1.3012_1 
1.2999_1 
1.3530_1 
1.3285_1 
1.3113 1 


1.3393_1 

1.3404_1 

1.3159_1 

1.3510_1 

1.3530_1 
1 qek; i 


FOURNIER 1001644 

Highly Confidential 
Subject to 
Protective Order 


J 

c 


ft . iecVia^. 


178 TER LOT RG 2400/01 18 KG 


\ |V_^ Lambda No. 


290.0 
290.0 
290.0 


0.0000_1 
0.0027_1 
0.0000_1 


At fa/A*- 


i 


290.0 ° 
290.0 
290.0 
290.0 
290.0 
230" 


290.0 
290.0 
290.0 
290.0 
290.0 


290.0-r ■ , 
290.0 10 
290.0 
290.0 
290.0 
290.0 
290. 0 7 . 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 

~T 

8 

9 
10 
11 
12 


Valeur_E 

0.0008_1 
0.0000.1 
0.0000_1 
0.0006_1 
-0.0002_1 
0.0001 1 


04-14-1997 16:04 
2907" 


-J.T3T 

290.0 32 
290.0 33 
290.0 34 
290.0 35 
290.0 36 


13 
14 
15 
16 
17 
18 


U. 2140.1 
0.2118_1 
0.1918_1 
0.2053_1 
0.2012_1 
0.1969 1 


19 
20 
21 
22 
23 

24 

290.0 r , » 25 


0.7753.1 
0.7563_1 
0.7608_1 
0.7332_1 
0.7237_1 

0. 7256 1 
1.0699.1' 
1.0701_1 
1.0771.1 

1. Q649_l 
1.0382_1 
1.0533 1 


290.0- 
290.0 
290.0 
290.0 
290.0 
290.0 
2lO 
290.0 
290.0 
290.0 
290.0 
290.0 


37 

38- 

39 

40 

41 

42 


1.279U 
1.2752.1 
1.2727.1 
1.2924.1 
1.2519.1 
1.2733 1 


to 


290. H< 
•290.0 
290.0 
290.0 
290.0 
290.0 


• 43 
44 
45 
46 
47 
48 
W 
50 
51 
52 
53 
54 


1.3161.1 
1.3012.1 
1.2999.1 
1.3530.1 
1.3285.1 
1.3113 1 


1.3393.1 
1.3404.1 
1.3159.1 
1.3510.1 
1.3530.1 
1.3516.1 


\f\ A 


290.0 
290.0 
290.0 
290.0 
290.0 


26 
27 
28 
29 
30 


1.1916.1 
1.1731.1 
1.1785.1 
1.1975.1 
1.1851.1 
1.1981 1 


290.0 T , 55 
290.0 56 
290.0 57 
290.0 ^ 58 

290.0 I""' 59 
290.0 60 


"1.3559.1 
1.3570.1 
1.3438.1 
1.3840.1 
1.3586.1 
1.3686 1 
1.3750.1 
1.3803.1 
1.3556.1 
1.4123.1 

1.3898.1 
1.3871 1 


DISSOLUTION 


CONDITION S ET MODFR OPERATOIRFg 


m:\cofnmun\gInq\traitdonVftstem5 
date edition: ie 06/02/97 


OPERA TEUR 
DATE 
APPAREiL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
14/04/97 
GAL 233 GAL 091 
290 nm,/ 
2 


TTTRE : LF 178 TER RG 2400/01 a 18 KG 

N* CAHIER : LF 178 TER n'1 p 142 

FICHIER : ^omn^n\gIn<^nbase\Lf178teAdisso!ution\lot 24O0RG01 18 k 

ELUANT : LSNa 0,025 M 

AGITATION: 75TPM 


PREPARATI ON PES FCHAN Tll I nMQ 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

694,4 

en mo ! 

dosage theoriqut 

160 

CELLULE 1 
688.70 „ 
158,69 

CELLULE 2 
690,00 ^ 
158,99 

CELLULE 3 
690,30 ^ 
159,06 

CELLULE 4 
691,80 / 
159,40 

CELLULE 5 
694.70 / 
160,07 

CELLULE 6 
692.40 / 
159,54 


|FOURNIER 1001645 

Highly Confidential 
Subject to 
Protective Order 


Temoin 100mg/l | 0,900 ~~| 


SUIVI DE LA DISSOLUTION 

volume preleve en ml 
volume en ml 



1000 


1000 
1000 


1000 
1000 


1000 
1000 
1000 



CELLULE 2 


0,212 <' 


0,756 — 
1,07 — 


1,173^ 
1,275^ 


1,301 .* 
1,34 


1.357- 


CELLULE 3 


0.192 


0.761 „ 
1.077., 


1,273 S 
1.3 


1,344 


CELLULE 4 


0.205 ^ 
0,733 ^ 


1,065 „ 


1,198 
1,292 . 


1.353 , 


_ 1,351^- 
1,384 s 


CELLULES 


0,201. 


0,724 ^ 
1,038.^ 


1,185 s 
1.252 / 
1,329 s 


1.353 ^ 
1.359 X 


CELLULE 6 


0,197 . 


_ 0,726.^ 
1.053^- 


1,198 

_1,311^ 
1,352. 


rt- 

o 

an 
O 


290.0 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREJL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
14/04/97 
GAL 233 GAL 091 
290 nm ,^ 
2 


TITRE: 
N° CAHtER : 
FICHIER : 
ELUANT : 
AGITATION : 


PREPARATION PES ECHANTILLONS 


masse theoriquej 

694,4 


dosage theoriqu^ 

160 

en mg 


29 
30 


1.1851_1 
1.1981 1 


290.0 


1.3871 1" 


m:\commun\glnqUraitcton\distem5 
dale edition: le 06/02/97 


LF 178 TER RG 2400/01 a 18 KG 
LF 178 TER n*1 p 142 

M\commun\glnq\donnbase\U178tertdissolution\lot 2400RG01 18 kg 

LSNa 0,025 M, 

75TPM 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

688,70 , 

690,00 y 

690,30 / 

691,80 / 

694,70 / 

692,40 / 

quantite de principe acttf 

158,69 

158,99 

159,06 

159.40 

160,07 

159,54 


FOURNIER 1001646 

H '8Wy Confidential 

Subject to 
Protective Order 


Temoin 100mg/l l 0,900 ~~\ 


SUIVI DE LA DISSOLUTION 


volu 

me preleve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0.214 ^ 

0,212 s~ 

0.192 ^ 

0,205 ^ 

0,201 

0,197 ^ 

10 

1000 

0,775-- 

0,756 — 

0,761 

0,733 ^ 

0,724 ^ 

0,726 

15 

1000 

1.07 ^ 

1,07 

1.077 ^ 

1.065 ^ 

1,038.^ 

1.053 -~ 

20 

1000 

1,192 ^ 

1,173^ 

1.179 ,s* 

1.198 ' 

1,185 / 

1,198 / 

30 

1000 

1.279 / 

1.275 S 

1.273 /* 

1,292 y 

1,252 / 

1,273 y 

40 

1000 

1,316/ 

1,301 / 

1.3 /- ■ 

1,353/ 

1,329/ 

1,311 ^ 

50 

1000 

1,339 / 

1,34 ^ 

1,316 / 

1,351/ 

1,353/ 

1.352 / 

60 

1000 

1,356 ^ 

1,357^ 

1,344 *" 

1,384 / 

1,359 S 

1,369^- 

120 

1000 

1,375 ' 

1,38 >- 

1,356 ' 

1.412 X* 

1,39^- 

1,387/ 


























TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecarttype 

CV 

0.0 

0,00 

0 

0 i 

0 

0 

0 

O 



5,0 

14,20 

14,98 

14,82 

13,41 

14,29 

13,95 

13,72 

0,62 

4,36 

10,0 

52,10 

54,34 

52,91 

53,23 

51,17 

50,33 

50,63 

1,62 

3,11 

15.0 

74,42 

75,27 

75,12 

75.57 

74,56 

72,37 

73,66 

1.21 

1,63 

20,0 

83,53 

84,18 

82,69 

83,07 

84,21 

82,94 

84.12 

0,71 

0,85 

30,0 

89,98 

90,69. 

' 90,23 

90,05 

91,18 

88,00 

89,76 

1,09 

1,21 

40,0 

93,52 

93,73 

92,49 

92,38 

95,68 

93,78 

92,85 

1,30 

" 1,39 

50,0 

95,62 

95,80 

95,67 

93.95 

96.21 

95,91 

96.17 

0.84 

0,88 

60,0 

97,46 

97,46 

97,33 

96.37 

98,98 

96,79 

97,82 

0,91 

0,93 

120,0 

99,46 

99,27 

99,41 

97,67 

101,41 

99,42 

99,55 

1,19 

1,19 

0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

22,61 

23.78 

23,56 

21,33 

22,78 

22,33 

21,89 

0,95 

4,20 

10,0 

82,98 

86,23 

84,12 

84,66 

81,56 

80,56 

80,78 

2,34 

2,82 

15,0 

118,55 

119,44 

119,43 

120,20 

118.85 

115,85 

117,51 

1,60 

1,35 

20,0 

133,06 

133,59 

131,47 

132,13 

134,22 

132.76 

134,21 

1,14 

0,85 

30,0 

143.33 

143,92 

143,45 

143,23 

145,33 

140,86 

143,21 

1,45 

1.01 

40,0 

148,97 

148,74 

147,05 

146,93 

152,83 

150.11 

148,14 

2.23 

1.49 

50,0 

152,31 

152,03 

152,10 

149,43 

153,36 

153,52 

153,42 

1,56 

1,02 

60,0 

155,24 

154,66 

154,74 

153,28 

157,78 

154,93 

156,06 

1,53 

0,98 

120,0 

158,42 

157,52 

158,05 

155,36 

161,66 

159,13 

158,82 

2,07 

1,31 

0,0 










0,0 










0,0 
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jFOURNIER 1001647 

\ Highly Confidential 
Subject to 
Protective Order 


7- Vt-c 
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LF 178 TER LOT RG 2401/01 15 KG 


1K 


' '290.0 1 -0.0000.1 
f 290.0 2 0.0025.1 


1 


290.0 


-0.0000 1 


FOURNIER 1001648 

Highly Confidential 
Subject to 
Protective Order 


Lambda No. Valeur E 


290.0 To 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0- 

290.0 

290.0 

290.0 

290.0 

290.0 


7 
8 
9 
10 
11 
12 


290. 0-r 


290.0 
290.0 
290.0 
290.0 
290 .0 


13 
14 
15 
16 
17 
18 


290. 0 r r 19 
290.0 20 
290.0 21 
290.0 22 
290.0 23 
290.0 24 


290.0 
290.0 
290.0 
290.0 
290.0 
220.0 


•to' 


25 
26 
27 
28 
29 
30 


0.000'4_1 
0.0003_1 
0.0006_1 
-0. 0004.1 . 
0.0004_1 
0.0001 1 


0.2838_1 
0.3080_1 
0.2877_1 
0.3088_1 
0.3204 J 
0.2766 1 


0.8679.1 
0.9082.1 
0.8899_1 
0.9083.1 
0.9283.1 
0.8616 1 
1 . 107211 
1.0963.1 
1.1043.1 
1.0946.1 
1.1126.1 
1.1039 1 


1.2099.1 
1.1839.1 
1.1886.1 
1.1801.1 
1.1997.1 
1.1975 1 


04-15-1997 12:27 


290. 0 V 

290.0 

290.0 

290.0 

290.0 

290.0 


31 
32 
33 
34 
35 
36 


290-0 


290.0 
290.0 
290.0 
290.0 
290.0 


"3T 
38 
39 
40 
41 
42 


290. 0 r . 
290.0 '5^ 
290.0 
290.0 
290.0 
290.0 


29o: 

290.0 
290.0 
290.0 
290.0 
290.0 


43' 
44 
45 
46 
47 
48 


50 
51 
52 
53 
54 


290. 0 W 
290.0 
290.0 
290.0 

290.0 
290.0 


2868.1 
2690.1 . 
2777.1 
2792.1 
2598.1 ■ 
2810 1 


32HT1 
3011.1 
2980.1 
3240.1 
2958.1 
3176 1 


3487.1 
3334.1 
3217.1 
3394.1 
3234.1 
3397.1 


55 1 

56 1 

57 1 

58 I,* 1 
59 f '"l 


3422.1 
3492.1 
3536.1 
3414.1 
3716.1 
39TO 
3690.1 
4059.1 
3938.1 


3874 
60 1.4094 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR : D.LECRIT 

DATE : 15/04/97/ 
APPAREIL : GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm ^ 

CUVE en mm: 2^ 


m:\commun\gfnq\Iraitdon\disteni5 
date edition: le 08/02/97 


TITRE : LF 178 TER RG 2401/01 a 15 KG 

N* CAHIER : LF 178 TER n"1 p 145 

F1CHIER : M\commun\glnq\donnbase\Lf 178ter\dissolution\lot 2401 RG01 1 5 kg 

ELUANT: . LSNa 0,025 

AGITATION : 75 TPM 


PREPARATION PES ECHANTILLONS 


masse theorique 

694.4 

dosage theorique 

160 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

697,70 ^ 

694,40/- 

695,30 ^ 

694.70 

692,40 ^ 

699,10 y 

quantity de principe actil 

160,76 

160,00 

160,21 

160,07 

159,54 

161,08 


Tetmoin 100mg/l | 0.900 


FOURNIER 1001649 

Highly Confidential 

Subject to 
Protective Order 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,284 

0.308 ^ 

0.288 

0,309/ 

0,32 ^ 

0,277/ 

10 

1000 

0,868/ 

0,908.^ 

0,89 / 

0,908 ^~ 

0,928 — 

0.862 

15 

1000 

1.107 / 

1,096/ 

1,104^ 

1,095/^ 

1.113,*- 

1,104— 

20 

1000 

1.21 

1,184/ 

1.189.*- 

1,18^ 

1.2 ^ 

1,198^- 

30 

1000 

1,287^- 

1,269^ 

1.278— 

1,279 — 

1,26.^. 

1,281 — 

40 

1000 

1,322 / 

1,301 ^ 

1,298 ^ 

1,324 — 

. 1.296^ 

1,318/ 

50 

1000 

1.349^ 

1,333^- 

1,322 — 

1.3^ 

1,323.,—- 

1.34 ^ 

60 

1000 

1,365— 

1,342^ 

1,349 ^ 

1.354 _~ 

1,341— 

1,372,— 

120 

1000 

1,398,- 

1.369 — 

1.406 — 

1.394/ 

1,387^ 

1,409,* 

























RESULT ATS EN % DISSO 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

20,64 

19,63 

21,39 

19,97 

21.45 

22I29 

19,11 

1,24 

6,03 

10,0 

62,09 

60.09 

63.16 

61,83 

63,14 

64,74 

59,55 

1.99 

3,20 

15,0 

76,89 

76,91 

76,53 

76,98 

76,43 

77.95 

76,54 

0,56 

0,73 

20,0 

83,53 

84,41 

83,03 

83,25 

82,71 

84,40 

83,41 

0,71 

0,85 

30,0 

89,64 

90,15 

89,34 

89.84 

89,99 

88.99 

89,55 

0,43 

0,48 

.40,0 

92.45 

93,01 

92,00 

91,67 

93,56 

91,94 

92,54 

0,73 

0,78 

50,0 

94,62 

95.34 

94,68 

93,78 

95,13 

94,27 

94,51 

0,57 

0,60 

60,0 

96,42 

96,91 

95,76 

96,11 

96,57 

95,98 

97,18 

0,56 

0,58 

120,0 

99,66 

99,66 

98,10 

100.54 

99,81 

99,66 

100,21 

0,84 

0,84 

0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULES 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

33,07 

31,56 

34,22 

32,00 

34,33 

35,56 

30,78 

.1,89 

5,70 

10,0 

99,50 

96,60 

101,06 

99,05 

101,06 

103.29 

95,93 

2,85 

2,86 

15,0 

123,24 

123,64 

122,45 

123,32 

122,34 

124,36 

123.30 

0.75 

0.61 

20,0 

133,89 

135.70 

132,84 

133,38 

132,40 . 

134,65 

134.36 

. 1,24 

0,92 

30,0 

143,68 

144,93 

142,94 

143.93 

144,05 

141,98 

144,25 

1,05 

0.73 

40,0 

148,18 

149,53 

147,20 

146,86 

149,76 

146,68 

149,07 

1.42 

0.96 

50,0 

151,65 

153,27 

151,48 

150,25 

152,28 

150,40 

152.24 

1.18 

0.78 

60,0 

154,54 

155,79 

153,22 

153,98 

154,58 

153.13 

156,54 

1,39 

0,90 

120,0 

159,74 

160,22 

156,97 

161,07 

159,77 

158,99 

161.42 

1,62 

1,01 

0.0 










0,0 










0,0 
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GELULES LIPIDIL MICRO CANADA LOT 51 LSNA 0,025M 75 TPM 


.5-04-1996 13; 10 


i 
$ 


i 


.ambda 


v a J. ear E. 


290 „ 0 

1 

-0.0018_i 

290 « 0 


-0 . 0023__1 * 

290 k 0 


-0 = 0027__1 -jO 
-0 . 002B_1 

290 = 0 

4 

290 . 0 

5 

-0-0028 1 

290 „ 0 

6 

-&.0026_1 

290 . 0 

7 

0,1087 1 

290 . 0 

8 

0=0785 1 

290 = 0 

9 

0 = 0430__l-r/T 
0.0681„1 

290 , 0 

10 

290 b 0 

11 

0= 1005__1 

290 = 0 

12 

0.1173_l 

290 » 0 

13 

0.4292.JL 

290 « 0 

14 

0=5910 i 

290 - 0 

15 

0.2679 J Tl0 

290 « 0 

16 

0.394i_i 

290 = 0 

17 

0.3567_1 

290 . 0 

18 

0,4525 1 

290 = 0 

19 

0,8085 1 

290-0 

20 

0-9199 1 

290 * 0 

290 n0 

21 

0.6734 1 
0.7B2i_l » D 

290 . 0 

^y, 

0.7499_1 

290 « 0 

24 

0.8261 1 

290.0 

25 

0 c 9980 1 

290 . 0 

26 

1 ,0460_1 

290 = 0 

f 

0=9258 1 
0»997i_l 1 

290 , 0 

26 





F0URN/ER 1001651 


- "O 


4. 


8ELULES LIPIDIL MICRO CANADA LOT ■ 51 LSNA 0 5 025h 75 TPh 


15-04-1996 


13 s 10 


i 


i 


FOURNIER 1001652 

Highly Confidential 
Subject to 
Protective Order 


Lambda 

No ■ 

Valeur_E 

290 b 0 

1 

~0.0018__1 

290.0 

2 

-0 - 0023._1 

290 „ 0 
290 . 0 

y, 

4 

-0.0027_1 ~fQ 
-0.0028_1 

290 . 0 

5 

-0 . 0028__1 

290 = 0 

6 

-0.0026 1 

290 = 0 

7 

0.10S7_1 

290 .0 

S 

0=0785_1 

290 . 0 
290 . 0 

9 
10 

0 = 0430__l-r/C 
0 C 0681^1 

290 . 0 

11 

0= 1005_1 

290 = 0 

12 

0. 1173_1 

290 = 0 

13 

0.4292„1 

290 » 0 

14 

U « J7i*J J.. 

290 . 0 

290 = 0 

15 
16 

0.2679--1 TlO 
0.394i_I 

290 - 0 

17 

0.3567.J. 

290 . 0 

13 

l 0.4525 1 

290 ■ O 

19 

0 . 8085_x 




290,0 

290 n 0 

21 
22 

0.6734 1 ^ 
0.7821_1 1 u 

290 . 0 

23 

0. 7499^1 

290 » O 

24 

0.8261 1 

290 . 0 

25 

0=9980_1 

290 « 0 

26 

1 . 0460__1 

290 . 0 
290 . 0 

27 
• 28 

0.9971_1 1 M> 

290 « 0 

29 

0.9711J 

290 . 0 

30 

1 „0076_1 

290 c O 

31 

1- 1638_1 

290 - 0 

Oa. 

I . 2279 1 

290 e 0 
290 . 0 

33 
34 

1 c 2115__i ' 7* 

290,0 

35 

1.1863__1 

290.0 

36 

1 »2G14_JL 

290 . 0 

37 

1 -2791_1 

290 , 0 

38 

1 n 2944 __1 

290 e 0 
290 . 0 

39 
40 

l,2705_i 

1 - 303S_i T h0 

290.0 

41 

1-3165_1 

290 . 0 

42 

1=2940 1 

290 .b 

43 

i. 3477 J " 

290 . 0 

44 

1 . 3730„1 

290 . 0 
290.0 

■ 45 
46 

1.3262 1 
1.3563_1*T SO 

290 = 0 

47 

1 -3664_1 

290 - 0 

48 

1,3620 1 

290 . 6 

49 

1 . 5623„i ' 

290 - 0 

50 

1=5643 1 

290 . 0 
290.0 

51 
52 

1.5206_1T|^ > 

1 . 5505_1 

290.0 

53. 

l=5851_i 

290 .-0 

54 

1.5317JL 





DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


C.COGET 
15/04/97 
gal 103 108 / 
290 nm/ 
2mm , 


PREPARATION PES ECHANTILLONS 


TITRE: 
N* CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


masse theorique 

200 

dosage theorique 

200 


en mg y 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


gelules lip200 M Canada lot 51 
U 178ter dissolution n°1 p146^ 

m:\commun\glnq\donnbaseyf178teAdissolution\lot 51 Canada 

LSNa 0,025M X 

75TPM/ 

FOURNIER 1001653 

Highly Confidential 

Subject to 
Protective Order 


masse de ta prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


Temoin 100mg/l | 0,900 | 


SU1VI DE LA DISSOLUTION 

volume preleve en ml 


TEMPS 
0 


volume en ml 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


CELLULE 6 


5 
10 
15 
20 
30 
40 
50 
120 


1000 
1000 
1000 
1000 
1000 
1000 
1000 
1000 


0,109. * 
0,429^ 
0,809 ^ 
0,998 y 
1,164,^ 
1,279.^ 
1,348.,- 


0,079 
0,591^ 
0,92^ 
1,046 ^ 
1,228 
1,294^ 
1,373^ 
1,564 ^ 


0,043 ^ 
0,268^ 
0,673^- 
0,926^- 
1,155 ^ 
1,271^ 
1.326^ 
1,521 ^ 


0,068.-*- 
0,394 ^ 
0,782 ^ 
0,997 
1,212^. 

1,304, 

1 ,356 ^ 
1,55fV 


0.101 ^ 
0,357^ 
0,75^ 
0,971 ^ 
1,186 ^ 
1,317.— 
1,366 ^ 
1,585 ^ 


0,117,^ 
0,453^ 

0,826 

1,008^ 
1,201^ 
1,294 — 
1,362 ~~ 
1,532^ 


RESULT ATS EN % DISSOUS 


TEMPS 
0,0 

MOYENNE 
0,00 

CELLULE 1 
0 

CELLULE 2 
0 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

5,0 

4.79 

6,06 

4.39 

0 
2,39 

0 
3,78 

0 
5,61 

0 
6,50 

1,56 

32,56 

10,0 

23,10 

23.86 

32,86 

14,90 

21,91 

19,86 

25,20 

5,99 

25,93 

15,0 

44,21 

45.09 

51,30 

37,48 

43,57 

41,79 

46,05 

4,60 

10,41 

20,0 

55,42 

55,82 

58,55 

51,72 

55,73 

54,28 

56,39 

2,28 

4,12 

30.0 

66,80 

65.32 

68,95 

64,70 

67,96 

66.49 

67,39 

1,61 

2,42 

40,0 
50,0 

72,81 
76,61 

72,03 
76,22 

72,96 
77,71 

71,46 
74,87 

73,40 
76,65 

74,10 
77,19 

72,89 
77,03 

0,95 
0,99 

1,30 
1,29 

120,0 
0.0 

87,95 

88,48 

88,70 

86,07 

87,86 

89.74 

86,85 

1,33 

1.51 

0,0 










0,0 










0,0 










RESULTATS EN QUANTIT 

EDISSOUTE 





TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

- 0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

9,57 

12,11 

8,78 

4.78 

7,56 

11,22 

13,00 

3.12 

32,56 

10,0 

46,20 

47,73 

65.71 

29,80 

43,82 

39.72 

50,40 

11,98 

25,93 

15,0 

88,43 

90,19 

102,59 

. 74,95 

87,15 

83.59 

92,09 

9,21 

10,41 

20,0 

110,83 

111,64 

117,11 

103,44 

111.47 

108,56 

112,78 

4,56 

4,12 

30.0 

133,60 

130,64 

137,91 

129,39 

135,91 

132,99 

134,78 

3.23 

2,42 

40,0 

145.62 

144,06 

145,92 

142,93 

146,81 

148,20 

145,78 

1,89 

1,30 

50,0 

153,22 

152,44 

155,42 

149,74 

153,31 

154.38 

154,06 

1.98 

1.29 

120,0 

175,90 

176.96 

177,41 

172,15 

175,73 

179,47 

173.70 

2,65 

1,51 

0.0 










0,0 










0,0 










0,0 
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80 
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100 
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Si 
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»4> 
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ON 


CO 


0 1 * 


10 

ON 


CTt 0". 


CD 
v5> 


•45 


LF 178 TER LOT RG 2401/01 20 KG 


1YL 


Lambda No. Valeur E 


04-15-1997 16:07 


™> I -2-8S2H 29o:o°V32 Llo" 

" 290.0 1 -0.0000_1 gO.O 2 -0.0000.1 290.0 33 1.2379. 

« 290.0 2 0.0032.1 £g n 5 n 8222-} 290 -° 34 1.2369 

, 290.0 flfl 3 0.000U §2S-S J "n'nSSH 290 -° 35 1.2660" 

W ?90'fl fi IS" 290.0 36 1.2305- 

||0 6 - 0.0008 1 -290.0*, 37 1.3017. 

/3? /h //}■, ion'n^ J J- 86°- 290.0 ^' 38 1.2970. 

< KL //Id- 290.0-3 8 0.1807.1 290.0 39 1.3000: 

^yU.U 9 0.1780.1 290 0 40 1 306? 

L m^/tftK 290-S }? 8-?K5-4 290:S 41 L3191 


FOURNIER 1001655 I \^ 


Hi 9 h '/ Confidential 

Subject to 
Protective Order 


ftC 03. 0} 5* 


i 


LF 178 TER LOT RG 2401/01 20 KG 


Lambda No. Valeur E 


04-15-1997 16:07 


^ 290.0 1 -0.0000_1 
i 290.0 2 0.0032_1 
} 290.0 t\A 3 0.000U 


290.0 Tto 

290.0 

290.0 

290.0 

290.0 

290.0 


1 

2 
3 
4 
5 
6 


3 fit I^V^/ISA)^ 


290.0, , 

290.0 

290.0 

290.0 

290.0 

290.0 


290. 0 T , 

290.0 '"^ 

290.0 

290.0 

290.0 

290.0 


7 
8 
9 

10 

11 

12 

IT 

14 

15 

16 

17 

18 


0.0003_1 
-0.0000_1 
-0.0003.1 
-0.0003_1 
-0.0006_1 
-0.0008 1 
0.1860_1 
0.1807_1 
0.1780_1 
0.2085_1 
0.1792_1 
0.1966 1 


290. 0 T . 31 
290.0 '&> 32 


290.0 
290.0 
290.0 
290.0 


33 
34 
35 
36 


290. Or. 


290.0 
290.0 
290.0 
290.0 
290.0 


'to' 


37 
38 
39 
40 
41 
42 


1.2522_1 
1.2650_1 
1.2379JL 
1.2369_1 
1.2660_1 
1.2305 1 


290. 0-r , 
290.0 '"5 
290.0 
290.0 
290.0 
290.0 


20 
21 
22 
23 
24 


0.6626J 
0.6468_1 
0.6328JL 
0.7054_1 
0.6616_1 
0.6681 1 


290. Oj- , 43 
290.0 50 44 
290.0 45 
290.0 46 
290.0 47 
290.0 48 


1.3017_1 
1.2970_1 
1.3000.1 
1.3062.1 
1.3191.1 
1.3013 1 


290,0 ^26 


290.0 
290.0 
290.0 
29IUL 


27 
28 
29 
_3Q_ 


1.0176.1 
1.0080.1 
0.9996.1 
1.0317.1 
•1. 0085.1 
1.0033 1 
1.1650.1 
1.1555.1 
1.1507.1 
1.1628.1 
1.1448.1 
X1268_l 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


1.3353.1 
1.3226.1 
1.3262.1 
1.3304.1 
1.3412.1 
1.3355 1 


290.0 
290.0 
290.0 
290.0 

290.0 
290.0 


*° 50 
51 
52 
53 
-Si. 


^ 55 


1.3548.1 
1.3577.1 
1.3331.1 
1.3467.1 
1.3679.1 
1,3 472 1 


56 
57 
58 


59 
60 


1.3999.1 
1.3975.1 
1.3859.1 
1.3825.1 

1.4069.1 
1.3907.1 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR : D.LECRIT 
DATE: 15/04/97,* 
APPAREIL : GAL 233 GAL 091 
LONGUEUR DXJNDE : 290 nm^ 


m:\commun\gfnq\lraitdon\distem5 
date edition: le 06/02/97 


TITRE : LF 178 TER RG 2401/01 a 20 KG 

N" CAHIER : LF 178 TER n°1 p 150 

FICHIER : W\commun\glnq\donnbase\LJ 1 78ter\dissolutjon\lot 2401 R G0 1 20 kg 

ELUANT : LSNa 0,025 M- 


CUVE en mm: 2 y 
PREPARATION DES EC H A NTILLONS 

AGITATION : 75 TPM/ 

masse de la prise d'essai 
quantite de principe actif 

masse theoriquc 

694,4 

en mg 

dosage theoriquc 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

695,00 /- 

694,50/ 

694,00 / 

693,50 f 

695,80 

694,70 „ 

160,14 

160,02 

159,91 

159,79 

160,32 

160,07 


FOURNIER 1001656 
Highly Confidential 
Subject to 
Protective Order 


Temoin 100mg/l [ 0,900 "] 


volu 

me preleve en ml 

5 


| TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

O 

0 

0 

0 

0 

0 

5 

1000 

0,186 ^ 

0,181 ^ 

0,178 ^ 

0,209- 

0,179.^- 

0.197 / 

W 10 

1000 

0,663.^ 

0,647^ 

0,633/ 

0.705 y 

0,662 

0,668 ,/ 

^15 

1000 

1,018^ 

1,008/ 

1^ 

1,032/- 

1,009^- 

1,003^* 

V 20 

1000 

1,165^ 

1,156 / 

1.151 ^ 

1,163^ 

1.145^ 

1.137^- 

30 

1000 

1,252 - 

1,265 ^ 

1,238 / 

1,237^ 

1,266 ^ 

1.231^- 

40 

1000 

1,302 s 

1.297 ^ 

1,3 

1.306^ 

1.319^ 

1,301 ^ 

. 50 

1000 

1,335 ^ 

1,323 S 

1.326 ^ 

1.33 ^ 

1,341 *~ 

1,336 ^ 

m- eo 

, 1000 

1,355 ^ 

1,358 - 

1,333 > 

1.347^- 

1,368 ^ 

1.347 ^ 



,3 


290. 
22£L 


Z3 


1.1448 

J . 1368] 


29 
290 


59 
60 


.4069 
.3907. 


DISSOLUTION 


CONDITIONS FT MODE S OPERATOIRES 


OPE RATE UR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
15/04/97.- 
GAL 233 GAL 091 
290 nm/ 

2 y 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE : LF 178 TER RG 2401/01 a 20 KG 

N° CAHIER : LF 178 TER n°1 p 150 

FICHIER : M\commun\gtnq\donnbase\LI178tertdissolution\Iot 2401 RG01 20 kg 

ELUANT : LSNa 0,025 M ^ 

AGITATION : 75 TPM^ 


ppg PA RATION PES ECHANTILLONS 


masse de la prise d'essa 
quant'rte de principe actii 


masse theorique 

694,4 

en mg 

dosage theorique 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

695,00 r~ 

694,50 x 

694,00 s 

693,50 S 

695,80 ^ 

694,70 ^ 

160,14 

160,02 

159,91 

159,79 

160,32 

160,07 


Temoin 100mg/l | 0.900 \ 


FOURNIER 1001657 

H 'Sh'y Confidential 

Subject to 
Protective Order 


SUM DE LA DISSOLUTION 

volume preleve en ml 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,186 / 

0.181 ^ 

0,178 - 

0.209 - 

0.179 ^ 

0.197 y 

10 

1000 

0,663 * 

0,647/ 

0,633/ 

0,705 / 

0,662 

0,668 

15 

1000 

1,018 / 

1,008/ 

1 / 

1,032 

1,009^- 

1,003 ^ 

20 

1000 

1,165-" 

1,156 / 

1.151 ^ 

1,163/ 

1.145 ^ 

1,137/- 

30 

1000 

1,252 ^ 

1,265 

1,238 

1,237 

1,266 ^ 

1,231 ^ 

40 

1000 

1,302 / 

1,297 / 

1,3 * 

1,306^ 

1,319.^ 

1.301 ^ 

50 

1000 

1,335 ./ 

1,323^ 

1,326 - 

1,33 / 

1,341 - 

1,336 ^ 

60 

1000 

1,355 ^ 

1,358 - 

1.333 / 

1,347/ 

1.368 ^ 

1,347 ^ 

120 

1000 

1.4 ./ 

1,398 / 

1,386 

1,383 / 

1.407 ^ 

1,391 s> 


























RESULTATS EN % DISSO 

JS 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 * 

0 

0 

0 

0 



5,0 

13,08 

12,91 

12,57 

12,37 

14,53 

12,41 

13,67 

0,86 

6,60 

10.0 

46.10 

46,07 

44,99 

44,05 

49,09 

45,94 

46,44 

1.71 

3,70 

15,0 

70,53 

70,93 

70,28 

69,77 

72,08 

70,22 

69,92 

0.86 

1.21 

20,0 

80,68 

81.48 

80,90 

80,61 

81.55 

79,99 

79,57 

0,79 

0,98 

30,0 

87,70 

87,92 

88,87 

87,05 

87,10 

88,78 

86,49 

0,98 

1.12 

40,0 

92,02 

91,82 

91,53 

91,79 

92,32 

92.89 

91,78 

0,50 

0,54 

50.0 

94,40 

94,57 

93,79 

94,05 

94,45 

94,87 

94,66 

0,40 

0,43 

60,0 

96,21 

96.42 

96,68 

94,99 

96,09 

97.21 

95,89 

0,76 

0,79 

120,0 

99,66 

100,01 

99,93 

99.14 

99,06 

100,38 

99,41 

0,53 

0,53 

0,0 










0,0 










0,0 










RESULTATS EN GUANTTT 

E DISSOUTE 





TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 . 

0 

0 

0 

0 

0 

0 



5,0 

20,93 

20,67 

20,11 

19,78 

23,22 

19,89 

21,89 

1.37 

6.53 

10,0 

73,77 

73,77 

71.99 

70.43 

78,45 

73,66 

74,33 

2,70 

3.66 

15,0 

112,88 

113.58 

112,46 

111,56 

115,17 

112.58 

111,93 

1,32 

1.17 

20,0 

129,13 

130,48 

129,46 

128,90 

130,30 

128,25 

127,37 

1,20 

0,93 

30,0 

140,36 

140.80 

142,22 

139,20 

139.17 

142,33 

138,45 

1,67 

1,19 

40,0 

147,28 

147,05 

146,48 

146,78 

147,53 

148,92 

146,91 

0,88 

0,60 

50,0 

151,07 

151,44 

150,09 

150,39 

150,92 

152,10 

151,52 

0.76 

0.50 

| 60,0 

153,98 

154,40 

154,71 

151,90 

153,55 

155,85 

153,49 

1,34 

0,87 

| 120,0 

159,49 

160,15 

159,91 

158,53 

158,29 

160,94 

159,12 

1,02 

0,64 

I 0,0 










1 0,0 










I 0,0 











% dissous 



60 
temps 


100 


120 



1 r: -> 


m 


(bvuir- 'io^Go k^. YHA-OA.Cfh cc Mjoh\&- 
AJcir - ^o^a _ <2 , Tx> z- t1 t £bo K<^ 

pL^ t&.O^ ±<Lm,k r 

L^PESEE SIMPLE 

Date de la pes6e : 1997/04/16 08:13:01 



*ARR1768 

PRODUIT => NALAUSF 

POIDS NET => 0. 199 KG 

TARE => 0. 153 KG 

POIDS BRUT => 0.353 KG 


FOURNIER 1001658 

Highly Confidential 
Subject to 
Protective Order 


I'-: 5 
I;: s 


3Ua 


77 3?-^ ±c? s 


(n Ac. oh. .m- 


cc i£/o0f YYi 4. oh. 0 Qr 


<i r 


ID IT* 


CM 


- "O 

VG O 




Of. 





£ 




s 

o 














CD 









a-* 








LF 178 TER LOT RG 2402/01 15 KG 


Lambda No. Valeur E 


04-16-1997 12:28 


290.0 1 
290.0 2 
290.0 ^,3 


V 


0.0000.1 
0.0Q24_1 
-0.0000 1 


290.0 IV 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 r , 
290.0 
290.0 
290.0 
290.0 
290.0 

290. 0 T , 13 
290.0 14 


T 

8 

9 

10 
11 
12 


0.00Q4_1 
-O.OO02JL 
0.0003_1 
-0.0004_1 
- 0.0007.1 
-0.0005.1 
0.293U 
0.3537_1. 
0.3054_1 
0.3773_1 
0.3351.1 
0.3895 1 


290.0 -r ,31 

290.0 32 

290.0 33 

290.0 34 

290.0 35 

290.0 36 


1.2787.1 
1.2741.1 
1.2380.1 
1.2443.1 
1.2840.1 
1.2492 1 


290. 0 T/ « 37 


290.0 
290.0 
290.0 
290.0 
290.0 


'to* 


38 
39 
40 
41 
42 


1.3377.1 
1.3029.1 
1.2687.1 
1.2779.1 
1.3140.1 
1.2874 1 


290.0 

290.0 

290.0 

290.0 

290. 0 r , 

290.0'"j 

290.0 

290.0 

290.0 

290.0 


15 
16 
17 
18 
~W 
20 
21 
22 
23 
24 


290. 0 T . 

290.0 'to 

290.0 

290.0 

290.0 

290.0 


IS 
26 
27 
28 
29 
30 


XB9T7I1 
0.9418.1 
0.9193.1 
0.9331.1 
0.9341.1 
0.937 1.1 
1.1103.1 
1.1174.1 
1.0766.1 
1.1093.1 
1.1190.1 
1.0889.1 


290.0 t- ,43 
290.0 * 44 


290.0 
290.0 
290.0 
290.0 


45 
46 
47 
48 


1.3709.1 
1.3234.1 
1.3001.1 
1.3164.1 
1.3333.1 
1.3079 1 


290.0 -r. 


290.0 
290.0 
290.0 
290.0 
290.0 


49 
50 
51 
52 
53 
54 


1.2145.1 
1.1888.1 
1.1684.1 
1.1960.1 
1.2154.1 
1.1688 1 


290. 0-r. .55 
290.0 "*56 
290.0 57 
290.0 fl\ 58 


290.0 
290.Q 

FOURNIER 1001659 \ 

Highly Confidential 
Subject to j 
Protective Order 


59 
60 


1.3725.1 
1.3368.1 
1.3252.1 
1.3271.1 
1.3413.1 
1.3102.1 
1.4197.1 
1.3620.1 
1.3672.1 
1.3710.1 

1.4019.1. 
1.3494 1 



rr. 

rn 



cn 

£ 

£ 

£ 


£ 


<*> 

n— • 

CD 





<£ 



CD 





Ch 


CO 
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DISSOLUTION 


CONDITIONS ET MOPES OPERATOIRES 


m:\commun\glnq\tfaitdon\distem5 
date edition: te 06/02/97 


OPERATEUR : D.LECRIT 
DATE: 16/04/97 
APPAREIL : GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm/ 

CUVE en mm: 2 


TITRE : 
N" CAHIER 
FICHIER : 
ELUANT : LSNa 0,025 M 


LF 178 TER RG 2402/01 a 15 KG 
LF 178TERn°1 p 153 

M\commun\glnq\donnbase\Lf178tertdissolution\lot 2402RG01 15 kg 


AGITATION : 75 TPM 


V 


PREPARATION PES ECHANTILLONS 


masse theorique 

694,4 

dosage theorique 

160 


_ . masse de la prise d'essai 
V$ quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

696,50 

690,10^ 

694,30 ^ 

690,10^ 

693,10 ^ 

* 684,40 ^ 

160,48 

159,01 

159,98 

159,01 

159,70 

157,70 


Temoin 100mg/l | 0,900 1 


FOURNIER 1001660 

Highly Confidential 
Subject to 
Protective Order 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,293 

0,354 ^ 

0,305^ 

0,377,^- 

0,335^ 

0,39 ^ 

10 

1000 

0,892 , 

0,942^- 

0,919.^ 

0,933 

0,934 ^ 

0,937^ 

15 

1000 

1.11 ^ 

1,117/ 

1.077 ^ 

1,109^ 

1,119.-- 

1,089 

20 

1000 

1,215.^ 

1,189^ 

1,168^ 

1,196 

1,215^- 

1,169 ^ 

30 

1000 

1,279 ^ 

1,274 ^ 

1,238 

1,244 — 

1,284 

1,249^. 

40 

1000 

1,338 r 

1,303 ^ 

1,269 ^ 

1,278 ^ 

1,314 

1,287^- 

50 

1000 

1,371 ^ 

1,323 ^ 

1,3 ^ 

1.316 r ^ 

1,333 ^ 

1,308^ 

60 

1000 

1,373 

1,337 ^ 

1,325 ^ 

1,327^ 

1,341^ 

1,31 s~ 

120 

1000 

1,42 

1.362 ^ 

1,367^- 

1,371 ^ 

1,402 _~ 

1,349^- 

























RESULTATS EN % PISSO 

us 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecarttype 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

23,89 

20,29 . 

24,74 

21,18 

26,34 

23,31 

27,48 

2,84 

11,88 

10,0 

64,72 

61,86 

65,95 

63,93 

65,33 

65,10 

66,16 

1,61 

2,48 

15,0 

77,41 

77,26 

78,51 

75,23 

77,95 

78,30 

77,20 

1,19 

1,54 

20,0 

83,96 

84,92 

83,93 

81,92 

84,42 

85,36 

83,22 

1.25 

1,49 

30,0 

89,21 

89,77 

90,28 

87,19 

88,19 

90,59 

89,27 

1,30 

1,46 

40,0 

92,22 

94 t 29 

92,75 

89,77 

91,00 

93,12 

92,38 

1.61 

1,74 

50,0 

94,56 

97,04 

94,61 

92,37. 

94,10 

94,90 

94,32 

1,51 

1,59 

60,0 

95,74 

97,66 

96,05 

94,55 

95,33 

95,92 

94,92 

1,10 

1,15 

120,0 

99,20 

101,38 

98,26 

97,93 

98,87 

100,63 

98,13 

1,45 

1,47 

0,0 










0,0 










0,0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULES 


CELLULE 6 


ecarttype 


5,0 


38,04 


32.56 


41,89 


37,22 


43,33 


4,30 


11,31 


103,10 


99,27 


102,28 


103,88 


103,96 


104,33 


2,06 


2,00 


15,0 


123,32 


123,99 


124,83 


120,35 


123,95 


125,04 


121,74 


1,87 


1.51 


20,0 


136,28 


133,45 


131,06 


134,23 


136,33 


131,23 


2,32 


1,74 


30,0 


142,13 


143,56 


144,67 


140:77 


2,22 


40,0 


146,92 


151,33 


147,49 


144,70 


148,72 


145,69 


2,84 


1,93 


150,64 


155,74 


150,43 


147,76 


149,63 


151,56 


148,73 


2,82 


1,87 


60,0 


152,53 


156,72 


152,72 


151,26 


151.59 


153,19 


149,68 


2,39 


158,05 


162,71 


156,24 


156,67 


160,71 


154,74 


1,91 


0,0 


0,0 



quantite dissoute 



4 ♦ 


60 
temps 


100 


i J 4 


OoW J0 JSA. Cc Ufocf^ 
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9 


J 
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FOURNIER 1001661 : 
Highly Confidential ; 
Subject to 
Protective Order i 


3> ...Pj6U*»>. 4~z=> oue^uJL-,. 


DISSOLUTION 


m:\commun\glnq\traitdon\distem5 


CONDITIONS ET MODES OPERATOIRES 




date edition: le 06/02/97 

OPERATEUR 
DATE* 
APPAREIL : 
LONGUEUR D'ONDE 
CUVE en mm: 

C.COGET 
16/04/97,, 
gal 103 108/ 
290 nm / 
2mm y 


TITRE: 
W CAHIER : 
FICHIER ; 
ELUANT : 
AGITATION : 

gelules Iip200 M Canada lot 51 
U 178ter dissolution n°1 p154 V 

m:\commun\glnq\donnbase\If178ter\dissolution\lot 51 Canada essai 2 

LSNa 0.025M i 

75TPM ^ ^ 

PREPARATION DES ECHANTILLONS 






masse theoriquc 

200 


FOURNIER 1001662 


dosage theoriqur; 

200 

en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

quantite de principe actif 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


Highly Confidential 

Subject to 
Protective Order 


Ternoin 100mg/l l 0,900 | 


volume prelevd en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,019 ^ 

0,044 ^ 

0,067.^* 

0,077 

. 0,043- 

0,065— 

10 

1000 

0,252^ 

0,304 ^ 

0,43^ 

0,397- 

0,355,^ 

0.439,- 

15 

1000 

0,678 s 

0,665^- 

0,776 - 

0,772,— 

0,759 — 

0,844 ^ 

20 

1000 

0,966 ^ 

0,915^ 

0,998,-- 

0,975,-" 

0,97 

1,006.,- 

30 

tooo 

1,195.^ 

1.146, ' 

1,221 x 

1,184.- 

1,173^ 

1,221.^- 

40 

1000 

1,305 

1,25 s 

1.318 y 

1,297— 

1,287 

1,322^- 

50 

1000 

1,332 s~ 

1.289^- 

1,338/- 

1,329 s" 

1,325^- 

1,354-- 

60 

1000 

1,418 .s- 

1,341 ^ 

1,417 ^ 

1,393 ^ 

1,397,- 

1,429 ^ 

120 

1000 

1,548 — 

1,486^ 

1,548 

1,547'-* 

1,503^ 

1,56/ 

























RESULTATS EN % DISSO 

US 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecarttype 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

2,92 

1,06 

2,44 

3,72 

4,28 

2,39 

3,61 

1,18 

40,42 

10,0 

20,17 

14,01 

16,90 

23,91 

22,08 

19,73 

24,41 

4,11 

20.37 

15,0 

41,73 

37,74 

37,04 

43,25 

43,02 

42,28 

47,03 

3,75 

8,98 

20,0 

54,30 

53.93 

51.11 

55,80 

54,51 

54,21 

56,26 

1.81 

3,34 

30,0 

66,70 

66,92 

64,20 

68,46 

66,39 

65,76 

68,49 

1,65 

2,47 

40,0 

72,95 

73,36 

70,30 

74,19 

73,00 

72,42 

74,44 

1,50 

2,06 

50,0 

75,05 

75.23 

72,81 

75.67 

75,14 

74,89 

76,58 

1,25 

1,66 

60,0 

79,38 

80.37 

76,06 

80,43 

79,06 

79,25 

81,13 

1,80 

2,27 

120,0 

87,15 

87,99 

84,49 

88,10 

88,01 

85,53 

68,80 

1,72 

1,97 

0,0 










0.0 










0,0 
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FOURNIER 1001663 

Highly Confidential 

Subject to 
Protective Order 


ELULEsIlIPIDIL MICRO CANADA LOT 51 LSNA 0,025m 75 TPM 

.16-04-1996 10 

Lambda No, valeur JE 

290.0 1 - -0 - 0008_1 

290 0 2 ™0 0030_1 

290,0 4 --0«0034_JL 

290 r 0 5 -0 - 0034_ 1 

290 , 0 6 -0,0035 1 , 

290 .,0 7 0r.0.194_: 

290,0 3 0.0444_J. 

2 Q 0 0 9 6 = 0673. J -i-^- 

290.0 10 0 B O770._]j '5 

290,0 11 0 = 0430.JL 


v ° * a 12 0*0651 1 

fi T5 0.2 522. JL 

^9^0 14 0>3042_JL 

2-0-0 15 0 = 4301_l*~p° 

2--s,- , 0 16 0 , 3970_1 

290,0 17 0.3543„1 

'.?9H . 0 18 0..4392 1 

290,0 19 Q„6778_i 

2/0 = 0 20 0=.6650_i 

290,0 21 0 27762_l T .r > 

290 , O 22 0 . 7722„i 1 

290 t O 23 0=759i__l 

290 - O 24 0.8442_1 

v9u . O ^5 0,9656^1 

290,0 26 0.9149_JL 

290,0 27 0.997S„_i 

290,0 28 0.9754„iT«> 

290 , O 29 O = 9704„ 1 

290.0 50 1.O065 1 

290.0 31 1.1953JL 

290-0 32 1 , i458__l 

290,0 33 i.2211_i T o 0 

290 .0 '34 1 . 1836JL 1 ^ 

290.0 35 I.i729_i 

290.0 36 1.2210_1 

290- 0 37 1 . 30473 

290.0- 38 i.2495_JL 

590 . O 39 1 - 3178_l-f Lq 

290-0 40 1 = 2972„1 

290,0 41 i.2869__i 

290 . O 42 1.3215 1 

290.0 43 1 = 33233 

290,0 44 1.2887_1 

290.0 45 1.3380_IJSD 

290 ,0 46 1.329i„l 

290.0 47 1, 3249^1 

290,0 48 1.3542 1 , 

290,0 49 i=4175_l 

290.0 50 1=,3407_1 

290.0 51 1.416S3-T60 

290-0 52 ■ 1.3930.JL 

290.0 53 1.3965.. 1 

290.0 54 1,4294 1 ., _ 

290 . 0 55 1 = 54793 ~ Subject to 

290-0 56 1.4856 1 Protective Order 


FOURNIER 1001664 


5475 1 .~ 
54663 Ti^O 


290 = 0 . 57 1, 

290.0 58 1. 

290.0 59 1.5026_1 

290=0 60 1.5599 1 
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FOURNIER 1001665 

Highly Confidential 
Subject to 
Protective Order 


LF 178 TER LOT RG 2402/01 20 KG 


290.0 
290.0 

290 ..O^y 


1 0.0000_1 

2 0.0028_1 

3 -0.0000 1 


Lambda No. ValeurE 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


290. 0 r , 7 

290.0 5 8 

290.0 9 

290.0 10 

290.0 11 

290.0 12 


29~0~TC T3~ 

290.0*0 14 

290.0 15 

?on n is 


0.0003_1 
0.0008_1 
0.0004_1 
0.0002_1 
-0.0001.1 
-0.0005_1 


0.2149_1 
0.2091_1 
0.2432_1 
0.2107_1 
0.2478.1 
0.2236 1 


0./2%_l 

0.7186_1 

0.7758_1 
n 7n«9 i 


04-16-1997 16:05 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


'h 32 
33 
34 
35 
36 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


_ 37 
V 38 
39 
40 
41 
42 


290.0 
290.0 
290.0 
290.0 


l V 44 
45 
46 


1.2395.1 
1.2634_1 
1.2678JL 
1.2659_1 
1.2347_1 
1.2511 1 


'"0833J 
1.3060.1 
1.3214.1 
1.3043.1 
1.2897.1 
1.3175 1 


1.3125.1 
1.3430.1 
1.3345.1 
1.3343 1 


3§ 

m 


FOURNIER 1001666 

Highly Confidential 

Subject to 
Protective Order 


LF 178 TER LOT RG 2402/01 20 K6 


290.0 1 0.0000_1 

290.0 2 0.0028_1 

290.0 {ft 3 -0.0000_1 

\\\J 


Lambda No. Valeur.E 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


3 
4 
5 

6 


0.0003_1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


9 

10 
11 
12 


290.0. 
290.0 
290.0 
290.0 
290.0 
290.0 


~I3~ 

14 
15 
16 
17 
18 


2W7U 
290.0 
290.0 
290.0 
290.0 
290.0 


21 
22 
23 
24 


.0008_1 
. 0004_1 
. 0002.1 
.0001_1 
■0005_1 
0.2149J 
0.2091_1 
0.2432.1 
0.2107.1 
0.2478.1 
0.2236.1 
0./296.1 
0.7186.1 
0.7758.1 
0.7082.1 
0.7734.1 
0.7220.1 
TUD9T1 
1.0174.1 
1.0701.1 
1.0310.1 
1.0318.1 
1.0341 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


lq o. 26 
27 
28 
29 
30 


DISSOLUTION 


1.1416.1 
1.1547.1 
1.1869.1 
1.1574.1 
1.1442.1 
1.1566.1 


04-16-1997 16:05 


290. 0 r , 31 
290.0 ^ 32 
290.0 33 
290.0 34 
290.0 35 
290.0 36 


290. 0_ 37 
290.0 V 38 
290.0 39 
290.0 40 
290.0 41 
290.0 42 
290.0 ^ 43 
290.0 '& 44 
290.0 45 
290.0 46 
290.0 47 
290.0 48 


290. 0 r , 55 
290.0 '*> 56 
290.0 57 
290.0W\58 


290.0 
290.0 


59 
60 


CONDITIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


O.LECRIT 
16/04/97../ 
GAL 233 GAL 091 
290 nm y 
2 / 


TITRE : 
N" CAHIER: 
FICHIER : 
ELUANT : 
AGITATION : 


1.2395.1 
1.2634.1 
1.2678.1 
1.2659.1 
1.2347.1 
1.2511 1 

T:im_\ 

1.3060.1 
1.3214.1 
1.3043.1 
1.2897.1 
1.3175 1 


1.3125.1 
1.3430.1 
1.3345.1 
1.3343.1 
1.3072.1 
1.3227 1 


.290.0 T 
290.0 6 <> 

-49 

1 

3229 

1 

50 

1 

3584 

1 

290.0 

51 

1 

3359 

1 

290.0 

52 

1 

3382 

1 

290.0 

53 

1 

3390 

1 

290.0 

54 

1 

3702 

1 


1.3819.1 
1.4108.1 
1.3696.1 
1.3925.1 

1.3771.1 
1.4079 1 


PREPARATION PES ECHANTILLONS 


masse Iheorique 

694,4 

dosage theorique 

160 


img / 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LF 178 TER RG 2402/01 a 20 KG 
LF 178 TER n*1 p 157 y - 

M\commun^glr^q\donnbase\U178ter\dissolution\lot 2402RG01 20 kg 
LSNa 0,025 
75 TPM^- 

FOURNIER 1001667 

Highly Confidential 
Subject to 
Protective Order 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

692,30 ^ 

690,60 s 

693,80 ✓ 

697,60 / 

692,60 > 

694,30 

quantite de principe actif 

159,52 

159,12 

159,86 

160,74 

159,59 

159,98 


SUIVI DE LA DISSOLUTION 


Temotn 100mg/l | 0,900 ~| 


volume preteve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,215 

0,209 / 

0,243 ^ 

0,21 1 / 

0,248 S 

0,224,^ 

10 

1000 

0,73 ^ 

0.719 / 

0,776 — 

0,708 ^ 

0,773 

0.722--" 

15 

1000 

1,009 /' 

1,017 / 

1,07 ^ 

1,031/* 

1,032^ 

1,034/ 

20 

1000 

1,142 s 

1,155 / 

1.187'' 

1.157 / 

1,144 S 

1.157/ 

30 

1000 

1,24/* 

1,263/ 

1,268.*- 

1,266 

1,235^ 

1,251 / 

40 

1000 

1,283 ^ 

1,306 S 

1,321/ 

1,304 / 

1,29' 

1,318/ 

SO 

1000 

1.313 ^ 

1.343 ^ 

1.335 

1.334 v 

1.307/ 

1.323 s- 


i 


290.0 


1.4079 1 


DISSOLUTION 


m:\commun\gtnq\traitdon\distem5 
date edition: le 06/02/97 


nnhinmON S ft modes operatoires 


OPERATEUR : 

D.LECRIT 



TITRE : 

LF 178 TER RG 2402/01 a 20 KG 

DATE: 

16/04/97,/ 


N° CAHtER : 

LF 178 TER n°1 p 157^ 

APPAREIL : 

GAL 233 GAL 091 


RCHIER : 

M\commun\glnq\donnbase\Lf178ter\dissolution\iot 2402RG01 20 kg 

LONGUEUR D'ONDE : 

290 nm 

/ 


ELUANT: 

LSNa 0,025 M^- 

CUVE en mm: 

2 

/ 


AGITATION : 

75 TPM^* 

PREPARATION DES ECHANTILLONS 






masse theorique 

694,4 

en mg/ 

FOURNJER 

dosage theoriqut 

160 


masse de la prise d'essai 
quantite de princtpe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

692,30 ^ 

690,60 S 

693,80/ 

697,60 X 

692,60 x 

694,30 / 

159,52 

159,12 

159,86 

160,74 

159,59 

159,98 


H '9Wy Conf id en« a , 

Subject to 
Protective Order 


T&noin IQOrog/l l 0,900 | 


volume prefeve en mt 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,215 -S* 

0,209 / 

0,243 / 

0,211/ 

0,248 / 

0,224./ 

10 

1000 

0,73 / 

0,719 / 

0,776 ~- 

0,708v 

0,773 

0,722--- 

15 

1000 

1,009 S 

1,017/ 

1.07-"' 

1,031/ 

1,032/ 

1,034/ 

20 

1000 

1.142 v* 

1,155/ 

1,187 ^ 

1.157 / 

1,144 y 

1.157/ 

30 

1000 

1,24/ 

1,263/ 

1,268 

1,266 

1,235^ 

1.251 ^ 

40 

1000 

1,283 ' 

1,306 S 

1,321/ 

1,304/ 

1,29^ 

1,318/ 

50 

1000 

1,313/ 

1,343 ^ 

1 .335 ^ 

1,334 s 

1,307/ 

1,323 / 

60 

1000 

1.323^ 

1,358 ^ 

1,336 

1,338 — 

1,339 ~ 

1,37., 

120 

1000 

1,382 - 

1,411 

1,37 ^ 

1,396 /* 

1.377/ 

1,408^ 

























RESULT ATS EN % DISSO 

JS 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

15,64 

14.98 

14,59 

16,89 

14,59 

17,27 

15,56 

1,17 

7,49 

10,0 

51,39 

50,92 

50,28 

54,02 

49,01 

53,91 

50,22 

2,08 

4,05 

15,0 

72,10 

70,61 

71.34 

74,72 

71,59 

72,21 

72,14 

1.41 

1,96 

20,0 

81,14 

80,23 

81.33 

83,23 

80,65 

80,37 

81,05 

1,10 

1.36 

30,0 

88,28 

87,45 

89,27 

89,27 

88,59 

87,10 

87,98 

0,92 

1,04 

40,0 

92,18 

90,88 

92,72 

93,39 

91,65 

91,36 

93,06 

1,02 

1,11 

50,0 

94,17 

93,41 

95,76 

94.83 

94,18 

92,99 

93,87 

1,00 

1,06 

60,0 

95,90 

94,57 

97,27 

95,36 

94,91 

95,67 

97,59 

1.25 

1,31 

120,0 

99,61 

99.14 

101,45 

98,19 

99,39 

98,79 

100.71 

1,23 

1.23 

0,0 










0,0 










0,0 










RESULTATS EN QUANTIT 

ED1SSOUTE 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

25,00 

23,89 

23,22 

27,00 

23,44 

27,56 

24,89 

1,86 

7,45 

10,0 

82,13 

81,23 

80,01 

86,36 

78,78 

86,03 

80,35 

3,25 

3,96 

15,0 

115,22 

112,64 

113,52 

119,46 

115,07 

115,23 

115,41 

2,35 

2,04 

20,0 

129,66 

127,97 

129,41 

133,05 

129,64 

128,25 

129,66 

1,81 

1,40 

30,0 

141,07 

139,50 

142,06 

142,71 

142,39 

139,00 

140,74 

1,57 

1.11 

40,0 

147,30 

144,96 

147,54 

149,30 

147,32 

145,80 

148,88 

1,69 

1,15 

50,0 

150,49 

149,01 

152,37 

151,59 

151.38 

148,40 

150,17 

1,56 

1,04 

60,0 

153,24 

150,85 

154,78 

152,44 

152,56 

152,68 

156,13 

1,89 

1,23 

120,0 

159,17 

158,14 

161,43 

156.96 

159,75 

157,65 

161,11 

1,87 

1.17 

0,0 










0,0 










0,0 












% dissous 


60 
temps 


80 


100 



quantite dissoute 

-4 ♦ ♦ 


60 
temps 


100 


— I 
120 
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FOURNIER 1001669 
Highly Confidential 
Subject to 
Protective Order 
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Lambda No* Valeur^E 

290 - 0 i " 0 „ 0031 _i 

290=0 2 -0=0033„i 

290 c O 3 -0-0033„l -p(P 

290.0 4 ~0 = 003i_„l 

290. 0 5 -0 = 0029_JL 

290,0 6 -0*0Q27_1 


290 .0 

290 « O 

*7 

8 

0.0597. 

0 , 0373_ 

.1 

_1 

290 . 0 

9 fi _ n 

9 
i 0 

0 « 0465 
0 - 0986~ 


290 , 0 
290 n 0 


0- 0742 _ 
0.0844. 

■f 

X 

~1 

290 e O 
290 a 0 
290 a O 
290 , 0 

.i. O 

1 4 
15 
16 

0,3238_ 
0=3083 
0 = 414 5. 
0-3845" 

_1 


FOURNIER 1001670 

Highly Conf ; dentia» 

Subjectto 
Protective Order 
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FOURNIER 1001671 

Highly Confidential 
Subject to 
Protective Order 


■T*ST 966T-170-91 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\gtnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


C.COGET 
1 6/04/97 z'' 
gal 103 108^ 
290 nm / 
2mm 


PREPARATION PES ECHANTILLONS 


TITRE : 
N° CAHIER : 
FICHIER ; 
ELUANT : 
AGITATION : 


masse theoriquej 

200 


dosage theorique] 

200 

enmg S 


g&ules Iip200 M Canada lot 52 
U 178ter dissolution n°1 pISS-*- 

m:\commun\glnq\donnbase\lf178tertdissolution\lot 52 Canada 
LSNa 0.025M./ 
75 TPM — 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de ta prise d'essai 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

quantite de principe actif 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


F OURNlER 1 001672 

^Conf/dent/al 

Subject to 
Protective Order 


Temoin 100mg/l [ 0,900 | 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0.06 ,— 

0,037 /* 

0,047 

0,099— 

0,074 / 

0.084-- 

10 

1000 

0,324.^" 

0,308 

0.415 

0,385,- 

0,439 

0,465.—- 

15 

1000 

0,676 

0,696 

0,812 

0,757 .— ' 

0,817," 

0,858.^- 

20 

1000 

0,939/ 

0,917.— 

0,989 

0,981 ~" 

0,988./ 

1,013.— 

30 

1000 

1.149,— 

1,153-^ 

1,214-- 

1,194 - 

1,204/- 

1,184.- 

40 

1000 

1,231 

1,28 — 

1,311 — • 

1,303.- 

1,323 / 

1,311-— 

50 

1000 

1,353/ 

1.34S- 

1,373.^ 

1,374 - 

1,379 / 

1,368 ^ 

60 

1000 

1,396 .- 

1,403- 

1,415.^ 

1,421/ 

1,432/ 

1,406 ' 

120 

1000 

1.553 / 

1,536 - 

1,556— 

1,551 - 

1,554-X 

1.54 

























RESULT ATS EN % DISSO 

US 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

3,71 

3,33 

2,06 

2,61 

5,50 

4,11 

4,67 

1,29 

34,84 

10,0 

21,65 

18,02 

17,12 

23,07 

21.42 

24,41 

25,86 

3,50 

16,15 

15,0 

42.87 

37,66 

38,76 

45,24 

42,19 

45,53 

47,82 

4,04 

9,43 

20.0 

54,29 

52,46 ' 

51,23 

55,30 

54,84 

55,26 

56,67 

2,03 

3,74 

30,0 

66,33 

64.39 

64,60 

68,07 

66,95 

67,53 

66,45 

1,53 

2,30 

40,0 

72.78 

69.26 

71,98 

73,80 

^ 73,34 

74,48 

73,83 

1,92 

2,63 

50,0 

77,15 

76,38 

75,94 

77,61 

77,64 

77.96 

77,37 

0,80 

1.04 

60,0 

80,13 

79,15 . 

79,54 

80,32 

80,64 

81,28 

79,86 

0,78 

0,97 

120,0 

88,09 

88,26 

87,32 

88,55 

88,25 

88,46 

87,69 

0,48 

0,55 

0,0 










0.0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

7,43 

6,67 

4,11 

5,22 

11,00 

8,22 

9,33 

2,59 

34,84 

10,0 

43,30 

36,03 

34,24 

46,14 

42,83 

48,82 

51,71 

6,99 

16,15 

15.0 

85,73 

75,32 

77,53 

90,48 

84,38 

91,06 

95,64 

8,08 

9,43 

20,0 

108,59 

104,92 

102,47 

110,60 

109,69 

110,52 

113,34 

4,06 

3,74 

30,0 

132,66 

128,78 

129,20 

136,15 

133,90 

135,07 

132,90 

3,05 

2,30 

40,0 

145,56 

138,53 

143,95 

147,60 

146,68 

148,96 

147,67 

3,83 

2,63 

50,0 

154,30 

152,77 

151,88 

155,22 

155,29 

155,91 

154,73 

1,60 

1.04 

60,0 

160,26 

158,30 

159,08 

160,65 

161,27 

162,57 

159,71 

1,55 

0,97 

120,0 

176,18 

176,52 

174,63 

177,10 

176,51 

176.92 

175,38 

0,96 

0,55 

0,0 










0,0 










0.0 













Ur for QJiOb/oY 


6 pe$ee. cU feeze*, ftul CrftL OVA 


?7 /oh/ >> 


, p®e'e du. LSAJa- (ha I &<4f 


F» E S E E SIMRLE 


Date de la pesee 1997/04/17 08 : 1 1 : 1 1 




*ARR1768 * 

PRODUIT => NALAUSF 
POIDS NET => 0 . 153 KG 

TARE => 0. 154 KG 

POIDS BRUT => 0.306 KG 



4 
I 

h 
5 
6 


Oix* 


FOURNIER 1001673 
"'ShlyConf/dent/a, 

Pr«f bjeCtt ° 

Protective Order 


JeoJ / Oc^ 

ire* 0,5 rfrsn.a.<fr 


sR-Ok. (ft- 


re i^-iol)?*- hCJoiTtt 


'tj- . *~ *~ . . — . *- *~ . w 

(N © f w «S» m © C-4 d' : CO f£» rl- <3 

O"* CT- o rj; 

on vo vc» m> vd r- «.x> 

r- o u2i o o o ci 


U. itched 


LF 178 TER LOT RG 2403/01 15 KG 


\\\y Lambda No. 


290.0 1 0.0000.1 
290.0 2 0. 0025.1 
290.0 ^3 -0.0000_1 


290.0 •£ 

290.0 

290.0 

290.0 

290.0 

290.0 


1 
2 
3 
4 
5 
6 


290.0- . 

290.0 '5 

290.0 

290.0 

290.0 

290.0 


7 
8 
9 
10 
11 
12 


290. 0-r 
290.0 
290.0 
290.0 
290.0 
290.0 


290. 0 T , 
290.0'** 

290.0 
290.0 
290.0 
290.0 


13 
14 
15 
16 
17 
18 
IT 
20 
21 
22 
23 
24 


290.0 T , 25 
290.0 & 26 


290.0 
290.0 
290.0 
290.0 


27 
28 
29 
30 


Valeur_E 

-0.0005_1 
0.0003_1 
-0.0001_1 
-0.0007.1 
-0.0009_1 
-0.0005 1 


0.2685_1 
0.2560.1 
0.3077.1 
0.3409_1 
0.2577_1 
0.2936 1 


0.8596_1 
0.8588_1 
0. '8988.1 
0.9105_1 
0.8522_1 
0.8757 1 
1.0998Z1 
1.1041_1 
1.1031.1 
1.0964.1 
1.1116.1 
1.0967 1 


1.2038.1 
1.2093.1 
1.1869.1 
1 . 1917.1 
1.2247.1 
1.1930 1 


04-17-1997 12:30 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


r a>' 


31 
32 
33 
34 
35 
36 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


r t 37 
V 38 

39 

40 

41 

42 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


5t> 44 
45 
46 
47 
48 


290.0 
290.0 
290 


56 
57 
58 


290.0 
290.0 


59 
60 


1.2947.1 
1.2759.1 
1.2624.1 
1.2701.1 
1.3034.1 
1.3040.1 


1.3313.1 
1.3369.1 
1.3168.1 
1.3058.1 
1.3545.1 
1.3253.1 


1.3604.1 
1.3210.1 
1.3148.1 
1.3110.1 
1.3879.1 
1.3655 1 


290. 0 T , » 

49 

1.3648.1 

290.0 fo 

50 

1.3681.1 

290.0 

51 

1.3311 1 

290.0 

52 

1.3297 1 

290.0 

53 

1.4008 1 

290.0 

54 

1.3683.1 


1.4063.1 
1.3813.1 
1.3667.1 

1.4250.1 
1.4101 1 


FOURNIER 1001674 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\glnq\traitdon\distem5 
date Edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
• 17/04/97 r 
GAL 233 GAL 091 
290 nm x 
2? 


TITRE : LF 178 TER RG 2403/01 a 15 KG 

N° CAHIER : LF 178 TER n°1 p 163 

FICH1ER: M\communVglnq\donnbase\Lf178lertdissolution\!ot 2403RG01 15 kg 

ELUANT : LSNa 0,025 M ^ 

AGITATION: 75TPMx- 


PREPARATION PES ECHANTILLONS 


masse theorique 

694,4 

dosage theorique 

160 


en mg/ 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

697,70 ^ 

696.50 s 

694,20 ^ 

693,60— 

701,40 ✓ 

697,30 S 

quantite de principe acttf 

160,76 

160,48 

159,95 

159,86 

161,61 

160,67 


Temoin 100mg/l j 0,900 ~| 


SUIVI DE LA DISSOLUTION 

volume preleyj§ en ml 


TEMPS 


15 


30 
40 


60 


volume en ml 


1000 


1000 


1000 


1000 


1000 
1000 


CELLULE 1 


0,269 .s 
0,86^ 
1,1 ^ 
1,204 ^ 
1,295^ 
1.331 / 


1,36 , 
1,365 
1,411 


FOURNIER 1001675 

H, '9h'y Confidential 

Subject to 
Protective Order 


CELLULE 2 
0 

0,256.^ 
0,859., 
1.104 ^ 
1,209-^ 
1,276 ^ 
1,337 v 
1,321 /» 
1,36B^» 
1,406 ^ 


CELLULE 3 


0,308 
0,899^ 
1,103^ 
1,187 ^ 
1,262 
1,317^ 
1,315 ^ 
1,331 
1,381 ^ 


CELLULE 4 


0,911^ 
1,096-^- 
1,192 ^ 
1,27 v 
1,306 ^ 
1,311 V 
1,33 - 
1,367^ 


CELLULE 5 


0,256^ 
0,852^ 
1,112^ 
1,225 .s- 
1,303^ 
1,355 y 
1,388 
1,401 *S 
1,425 ^ 


CELLULE 6 
0 

0,294.^ 
0,876,^- 
1,097^ 
1,193 ^ 
1,304 y 
1,325 ^ 
1,366 S 


1,41 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

19,91 

18,59 

17,72 

21,40 

23,70 

17,74 

20,33 

2,37 

11,88 

10,0 

60,74 

59,53 

59,56 

62,56 

63,44 

58,66 

60,68 

1.88 

3.10 

15,0 

76,67 

76,42 

76,82 

77,04 

76,61 

76,83 

76,27 

0,29 

0,38 

20,0 

83,94 

83,99 

84,47 

83,26 

83,67 

84,98 

83,29 

0,69 

0,82 

30,0 

90,12 

90,69 

89,53 

88,88 

89,50 

90,77 

91,38 

0,96 

1,06 

40,0 

93,58 

93,63 

94,20 

93,14 

92,44 

94,79 

93,28 

0,83 

0,88 

50,0 

95,07 

96,09 

93,55 

93,46 

93,25 

97,53 

96,57 

1.87 

1,97 

60,0 

96,72 

96,91 

97,26 

95,02 

95,02 

98,90 

97,18 

1.49 

1,54 

120,0 

99,92 

100,56 

100,37 

98,96 

98,06 

101,03 

100,56 

1,15 

1,15 

0,0 










0,0 










0,0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

OR 1 III F 5 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



5,0 

31.96 

29,89 

28,44 

34,22 

37.89 

28,67 

32,67 

3,69 

11,56 

10,0 

97,51 

95,71 

95,59 

100,06 

101,41 

94,81 

97,50 

2,68 

2.75 

15,0 

123,09 

122,85 

123,29 

123.23 

122,47 

124,17 

122,54 

0,63 

0.51 

20,0 

134,78 

135,02 

135,57 

133,17 

133,75 

137,35 

133,82 

1.54 

1.14 

30,0 

144,70 

145,80 

143,68 

142.17 

143,08 

146,69 

146.81 

1,99 

1.37 

40,0 

150,25 

150,52 

151,17 

148,98 

147,78 

153,19 

149.87 

1,87 

1.24 

50,0 

152.66 

154,48 

150,13 

149,49 

149,06 

157,61 

155,16 

3,56 

2,33 

60,0 

155,29 

155.79 

156.09 

152,00 

151,90 

159,83 

156,14 

2,98 

1,92 

120,0 

160,44 

161,66 

161,07 

158,29 

156,75 

163,27 

161,57 

2,42 

1,51 

0,0 










0.0 










0,0 












quantite dissoute 



20 


4^ 


60 
temps 


— I — 
100 


XT 


1 

120 


JLoV 53> 
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t 
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FOURNIER 1001676 

Highly Confidential 
Subject to 
Protective Order 


fix Jo. ci .oq.. 
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r- 
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432. 
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i — t 







T-l o 


GELULES LIPIDIL MICRO CANADA LOT 53 LBNA 0 ? 025M 75 



17-04-1996 


Lambda 

Nc - 

Valeur JE 

290 c 0 

1 

-0,0026^1 

290 . 0 

-~ 

-0 a 0026__1 

290 = 0 

3 


290.0 

4 

-0.0026._1 

290. O 

5 

-0»002S_i 

290,0 

6 

-0,0027 "l 

290 . 0 

7 

0.0758_i 

290.0 

8 

0,0B04__i 

290.0 

9 

0 3 0684~_1 

290,0 

10 

0.;0686_ 1 1 S 

290.0 

11 

0.0S84.JL 

290 = 0 

12 

0.1666 1 

" 290,0 

13 

0 o 3755._l 

290 e 0 

14 

0,3650 1 


FOURNIE^ 001677 

Subject to 
protective Order 


* c AOSj) 


T Q v 9 9 " T 

09 

0 " 063 


Ob 

O U6^ 

w ■ » ~" -~* +r " "T 

Ob 

U Ufeo 

T 7Vr"iC B T 
i- i-/t_ --■ rs h 

/ c 


t- b b I 

r-ij-- 
7 b 

/"i f ~? 
•J VOC 

T — /"% I - - « T 

t- uUbb . >■ 

b b 


f 93-bir " £ 

b9 

0 1 '063 

T 1/9917 " T 

Lb 

0 U6c 

0^j_T 3T3b°I 

39 

0 a 063 

T 8082 " T 

T9 

0 3 063 

T~9£3b ' T 

09 

0 " 063 


. 6 b 

0 a 063 

"f 6l70i7"T 

Bb 

0 B 063 

T t^TOi?" T 

Zb 

0 e 063 


91/ 

0 " 063 

T~i799£"T 

9 b 

0 K 063 

T" £!9£ " T 

b1? 

0 " 063 

T~698£ = T 

£b 

0 " 063 

T 3T-b£"T 

3i7 

0 = 063 

T 6T*b£ " T 

!b 

0*063 

t""ssz;£*' T 

Ob 

0 e 063 

C? 1 ?-^ T~Z383 = T 

6£ 

0 H 063 

T "300£ " T 

B£ 

0 * 063 

T 6S0£*T 

Z£ 

0 ~~ 063 

T b093"T 

9£ 

0 * 063 

T~"9933 3 T 

Q£ 

0 a 063 • 


b£ 

0 s 063 


££ 

0*063 

T £9ST e T 

3£ 

0 B 063 

T~3003 c T 

T£ 

0'063 

T bTZ0"T 

0£ 

0 * 063 

T 6£Z0 a I 

63 

0 " 063 


83 

0 " 063 

ZOTO'T 

Z3 

0 " 063 

T ££86 = 0 

93 

0 " 063 

I~SbZ6 ' 0 

S3 

(T063 

T 3086 '0 

b3 

0 c 063 

1- LbU6 U 

£3 

0 " 063 

T £8ZZ * 0 

33 

0 " 063 

-^T bZcB U 

13 

0 " 063 

I t?b08 U 

03 

0 3 063 

f 9:LbZ U 

61 

0 C 063 


ST 

0 a 063 

T ObT9"0 

ZT 

0 * 063 
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91 

0 s 063 
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b i- 
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FOURNIER 1001678 

Highly Confidential 

Subject to 
Protective Order 


DISSOLUTION ^] 

CONDITION S ET MOnFfi QPERatoippq 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


C.COGET 
17/04/97 / 
gal 103 108^- 
290 nm S 
2mm ' 


m:\commun\glnq\lraitdon\distem5 
date edition: le 06/02/97 



TITRE : geiutes | )p 200 M Canada lot 53 

N° CAHIER : Lf 1 78ter dissolution n't P 164 ^ 

.St; ^™ 

AGITATION : 75 TPM 


PREPARATION PES Ff^HAuypi ■ ^ 


masse theorique 

200 

dosage theorique 

200 


masse de la prise d'essai | 200 00 
quantity de principe actifj 200,00 


200,00 
200,00 


;n mg ^ 
CELLULE 3 


200,00 
200,00 


CELLULE 4 
200,00 


200,00 


CELLULE 5 


200,00 


CELLULE 6 


200,00 
200,00 


SUIVI DE LA DISSOl IITIOM 

volume preleve en ml 


Temoin lOOmg/l l 0,900 [ 


FOURNIER10 01679 

Highly Confidential 
Subject to 
Protective Order 
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Kl'sWy Confidential 

Subject tot' 
Protective Order 


FOURNIER 1001680 


0~» rr» 


© 
© 


CO 


•2' 


CO 
© 


rr. 

CO 


LF 178 TER LOT RG 2403/01 19 KG 


290.0 

290.0 2 
290.0 ^3 


A . . , ' 04-17-1997 16:00 

. Lambda No. Valeur_E 

290 n -r i n nnnn i m -°T* • 31 1.2438.1 

290 0 & ? "n"nnnn-i 290. 0^ 32 1.2742.1 

1 0.0000 1 go 0 \ Iffi-i I2S-S 33 L2720 - 1 

2 0.0030 1 So n 4 "nS"i 290 -° 34 1-2492.1 

3 0.0001~l in o \ 'n'nnnH 290 -° 35 L2690 - 1 

■ 5 -0.0002.1 290.0 36 1.2808 1 


,,L - gO-P 6 -0 0003- 1 ; J, Y.2m J 

290 8"? I ll$t\ 290.0V 38 1.3237.1 

290 0 q -ffi 290 -° 39 1 - 3167_1 

ion in 8 290 -° 40 L 2846 - 1 

loo }? n'SqS-} 290 -° 41 1 - 3206 - 1 

290 n }? n'iSI-i • 22aj 42 1.3015 1 

|f« } 2 O- 2442 -. 1 290. 0^, 43 1.2937.1 

290 M 14 290.0^ 44 1.3342.1 

290 0 A n'7?S-i 290 0 45 L3528 - 1 

^yu.u ib 0.7536. l ?qn n 46 1.3151 1 


FOURNIER 1001681 

Highly Confidential 

Subject to 
Protective Order 


LF 178 TER LOT RG 2403/01 19 KG 


290.0 
290.0 
290.0 


0.0000 
0.0030" 
0.0001" 


Lambda No. Valeur E 


04-17-1997 16:00 


290.0 -£> 

290.0 

290.0 

290.0 

290.0 


290. 0 r . 
290.0 5 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


-0.0000_1 
-0.0000_1 
-0.0007_1 
-0.0005_1 
-0.0002.1 
-0.0003 1 


7 
8 
9 
10 
11 
12 


290.0- , 13 
290.0 V 14 
290.0 15 
290.0 16 
290.0 17 
290.0 18 


0.2325_1 
0.2388_1 
0.2330_1 
0.2538_1 
0.2492_1 
0.2442 1 


290. 
290, 
290. 
290. 
290. 
290. 

m. 

290. 
290. 
290. 
290. 
290. 


°T* , 31 
0 & 32 
0 33 
0 34 
0 35 
0 36 


0 V 38 
0 39 
0 40 
0 41 
0 42 


290.0- 
290.0 
290.0 
290.0 
290.0 
290.0 
290. Otv. 
290.0 * 
290.0 
290.0 
290.0 
290.0 


0.7679.1 
0.7783.1 
0.7536.1 
0.7897_1 
0.7578_1 
0.7675 1 


290. 
290. 
290. 
290. 
290. 
290. 


0£ , 43 

0 45 
0 46 
0 47 

0 48: 


19 

20 

21 

22 

23 

24 

T5~ 

26 

27 

28 

29 

30 


1.0416.1 
1.0690.1 
1.0653.1 
1.0615.1 
1.0469.1 
1.0495.1 
1.1622.1 
1.1928.1 
1.1898.1 
1.1769.1 
1.1631.1 
1.1864 1 


290. 
290. 
290. 
290. 
290. 
290. 


0 V 49 


50 
51 
52 
53 
54 


290 
290 
290 
290 

290 
290 


55 

0 lio 56 
0 57 
0 ^ 58 

0 59 
0 . 60 


DISSOLUTION 


CONDmONS ET MODES OPERATOIRES 

OPERATEUR : D.LECRIT 
DATE : 17/04/97 ✓ 

APPAREIL : GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm, 

CUVE en mm: 2 s 


PREPARATION PES ECHANTILLONS 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE: 
N* CAHIER 
FICH1ER : 

ELUANT : LSNa 0,025 M 
AGITATION: 75TPM r 


.2742.1 
.2720.1 
.2492.1 
.2690.1 
.2808.1 

.3237.1 
.3167.1 
.2846.1 
.3206.1 
.3015 1 


.2937.1 
.3342.1 
.3528.1 
.3151.1 
.3306.1 
.3325 1 


.3358.1 
.3358.1 
.3548.1 
.3454.1 
.3640.1 
.3572.1 
.3671.1 
1.3651.1 
1.4042.1 
1.3663.1 


1.4022.1 
1.3746.1 


LF 178 TER RG 2403/01 a 19 KG 
LF178TERn*1p168 

M\commijn\glnq\donnbase\U178tertdissoJution\Iot 2403 R G0 1 19 kg 


masse theorique 

694,4 

dosage theorique 

160 


en mg 


FOURNIER 1001682 

Highly Confidential 

Subject to 
Protective Order 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

695,70/ 

696,30 s 

692,90 ✓ 

698,40/ 

696,80 < 

689,60, 

quantite de principe actif 

160,30 

160,44 

159,65 

160,92 

160,55 

158,89 


SUIVI DE LA DISSOLUTION 


Temoin 1 0Omg/I j 0,900 


volu 

me preleve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CB UJI.E6 

0 

0 

0 

O 

0 

0 

0 

0 

5 

1000 

0,233 y 

0.239 S 

0,233 S 

0,254 

0,249 ^ 

0,244-* 

10 

1000 

0,768 ^ 

0,778 ✓ 

0,754 S 

0,79 / 

0,758 ^ 

0,768 ^ 

15 

1000 

1,042 ' 

1,069 — 

1,065 

1,062 

1,047^ 

1,05^ 

20- 

1000 

1.162 jT 

1,193 -r 

1,19 — • 

1.177^- 

1,163 v 

1,186^ 

30 

1000 

1,244 

1.274 ^ 

1,272 r- 

1,249 f 

1,269 / 

1,281 >■ 

40 

1000 

1,287 ^ 

' 1;324 ^ 

1,317 ^ 

1.285,^ 

1,321 r 

1.302 -""1 


J [== 


'290.0 


30 1.1864_1 


I 


290.0 


60 1.3746.1 ; 


DISSOLUTION 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


CONDITION S ET MOPES OPERATOIRES 

OPERATEUR : D.LECRIT 
DATE ; 1 7/04/97 ✓ 

APPAREIL: GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm, 

CUVE en mm: 2 / 


PREPARATION PES ECHANTILLONS 


TITRE : LF 178 TER RG 2403/01 a 19 KG 

N° CAHIER : LF 178 TER n°1 p 168 

FICHIER : M\commun\gInq\donnbase\Lf 1 78ter\dissotution\lot 2403RG01 1 9 kg 

ELUANT : LSNa 0,025 M , 

AGITATION : 75TPM /* 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

694.4 

en mg 

dosage theorique 

160 




CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULFi 4 

CELLULE 5 

CELLULE 6 

695,70/ 

696,30 s 

692,90 ✓ 

698,40 f 

696,80 < 

689,60.- 

160,30 

160,44 

159,65 

160,92 

160,55 

158,89 


FOURNIER 1001683 

Highly Confidential 
Subject to 
Protective Order 


Temoin 100ma/l j 0,900 1 


volume preleve en ml 

5 





Q 

TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,233 

0,239/ 

0,233 / 

0,254/ 

0,249 ^ 

0,244-^ 

10 

1000 

0,768 ^ 

0,778 v 

0,754 V 

0,79 x 

0,758 ^ 

0,768 / 

15 

1000 

1,042 s 

1.069 — 

1,065 

1,062 ,^ 

1,047^ 

1,05 


20 

1000 

1.162 s 

1.193 

1,19 

1,177^ 

1,163 

1,186^ 

30 

1000 

1,244 " 

1,274 ^ 

1,272 r- 

1,249 S 

1,269 / 

1,281 ^ 

40 

1000 

1,287 ^ 

1,324 ^ 

1,317 y 

1,285/" 

1.321 

1,302 " 

50 

1000 

1,294 ^ 

1,334 

1,353 - 

1,315 " 

1,331 * 

1,333^ 

60 

1000 

1,336 

1,336. '•" 

1,355 y 

1,345 X 

1,364 s 

1,357.' 

120 

1000 

1,367 ^ 

1,365 ' 

1,404 s 

1,366 S 

1,402 ' 

1,375 /- 

























RESULT ATS EN % PISSO 

US 




CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

TEMPS 
0,0 

MOYENNE 
0,00 

CELLULE 1 
0 

CELLULE 2 

-0 

CELLULE 3 
0 

0 

0 
17,23 

0 

17,06 

0,57 

3,39 

5,0 
10,0 

16,79 
53,47 

16,15 
53,31 

16,55 
53,96 

16,22 
52,56 

17,54 
54,63 

52,54 

53,79 

0,83 

1,55 

15,0 

73,62 

72,57 

74,39 

74,46 

73,69 

72,81 

73,78 

0,79 

1,07 

20,0 

82,50 

81,25 

83,34 

83,53 

82,00 

81,20 

83,66 

1,15 

1.40 

30,0 

88,90 

87,34 

89,37 

89,65 

87,37 

88,93 

90,71 

1,33 

1,50 

40,0 

92,19 

90,75 

93,27 

93,23 

90,29 

92,97 

92,63 

1,32 

1,43 

50,0 

94,08 

91.68 

94,42 

96,19 

92,80 

94,12 

95,25 

1,63 

1,74 

60,0 

96,08 

95,04 

95,02 

96,80 

95,33 

96,87 

97,40 

1,06 

1,10 

120,0 

98,69 

97,65 

97,49 

100,68 

97,24 

99,97 

99,13 

1,44 

1,46 

0.0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

26,89 

25,89 

26,56 

25,89 

28,22 

27,67 

27,11 

0.95 

3,55 

10,0 

85,62 

85,46 

86,58 

83,91 

87,92 

84,36 

85,47 

1,47 

1,71 

15,0 

117,88 

116.33 

119,34 

118,88 

118.58 

116,89 

117,23 

1,22 

1.03 

20.0 

132,09 

130,25 

133,71 

133,36 

131,95 

130,36 

132,92 

1,51 

1.14 

30,0 

142,34 

140,00 

143,38 

143,13 

140,60 

142,79 

144,14 

1,65 

1.16 

40,0 

147.62 

145,47 

149,64 

148,84 

145,30 

149,27 

147,18 

1,92 

1,30 

50,0 

150,64 

146,96 

151,49 

153.57 

149,34 

151,12 

151,35 

2,25 

1,49 

60,0 

153.84 

152,35 

152,45 

154,55 

153,41 

155,52 

154,76 

1,30 

0,85 

120,0 

158,03 

156,54 

156,42 

160,74 

156,49 

160,50 

157,51 

2,05 

1,30 

0.0 










0.0 










0,0 












120 


quantite dissoute 
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FOURNIER 1001686 

Highly Confidential 

Subject to 
Protective Order 


LIPIDIL MICRO 200 LOT 34 CANADA 


Lambda No. Valeur E 


05-15-1997 10:57 


290. 0-r ■ '31 1.1402_1 

290.0 Tb 1 0.0013_1 290.0 3° 32 1.1904_1 

Lambda No. Valeur E 290.0 2 0.0014J 290.0 33 1.1616 1 

290.0 3 0.0016_1 290.0 34 1.1955_1 

290.0 1 -0 0003 1 290.0 4 0.0015J 290.0 35 1.1471_1 

290.0 2 -0 OOOTl 290.0 5 0.0020J 290.0 36 1.1794_ 1 

290.0 to 3 0 0008~1 290.0 6 0.0008,1 290.0 ^,37 1.2239_1 

\V - 290.0^, 7 0.0507^1 290.0 38 1.2722_1 

290.0 ^ 8 0.1429Z1 290.0 39 1.2423_1 

290.0 9 0.0843 1 290.0 40 1.2778_1 

- - -- - — 9on n A^ l 91 Rd l 


FOURNIER 1001687 


Highly Confidential 
Subject to 
Protective Order 


LIPIDIL MICRO 200 LOT 34 CANADA 


05-15-1997 10:57 


Lambda No. Valeur E 


Lambda No. Valeur E 


290.0 1 -0.0003_1 

290.0 2 -0.0001_1 

290.0 h 3 0.0008_1 
W 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


0.0013_1 
0.0014_1 
0.0016J 
0.0015J 
0.0020_1 
0.0008 1 


290. 0 T i31 
290.0 30 32 


290.0 
290.0 
290.0 
290.0 


33 
34 
35 
36 


1.1402_1 
1.1904_1 
1.1616_1 
1.1955_1 
1.1471_1 
1.1794 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290. 0 T , 
290.0 ,k> 
290.0 
290.0 
290.0 
290.0 


7 

8 

9 
10 
11 
12 
TT 
14 
15 
16 
17 
18 


0.0507J 
0.1429_1 
0.0843_1 
0.1877J 
0.0497J 
0.0611_1 
0.4905J 
0.6120J 
0.5562J 
0.6362_1 
0.4796J 
0.4411 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


fo 38 
39 
40 
41 
42 


1.2239_1 
1.2722_1 
1.2423_1 
1.2778_1 
1.2154_1 
1.2507 1 


290. 0 T 
290.0 '5 
290.0 
290.0 
290.0 
290.0 
290. 0 r , 25 
290.0 26 


19 
20 
21 
22 
23 
24 


0.7941J 
0.8710J 
0.8414J 
0.8767_1 
0.7712_1 
0.7699 1 


290.0 


1 

.2946 

1 

290.0 

'S> 44 

1 

.3212 

1 

290.0 

45 

1 

.2875 

1 

290.0 

46 

1 

.3510 

1 

290.0 

47 

1 

.2843 

1 

290.0 

48 

1 

.3264 

.1 

290.0^ , 49 
290.0 '» 50 

1 
1 

.3061 
.3443 

1 
1 

290.0 

51 

1 

.3083 

1 

290.0 

52 

1 

.3498 

1 

290.0 

53 

1 

.3381 

1 

290.0 

54 

1 

.3435 

1 


290.0 
290.0 
290.0 
290.0 


27 
28 
29 
30 


0.9724J 
1.0327J 
0.9925_1 
1.0213J 
0.9580_1 
0.9662 1 


290.0 
290.0 
290.0 
290.0 

290.0 
290.0 


,,£ * 56 
57 
58 


59 
60 


1.4522_1 
1.5090_1 
1.4702_1 
1.5024_1 

1.4635_1 
1.4999 1 


DISSOLUTION 


CONDITIONS ET MODES O P ER ATOIRES 


m:\commun\glnq\traitdon\distem5 
date edition: te 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D. LECRIT 
15/05/97 s 
Sotax 6 - Uvikon 942 
290 nm.^ 
2mm y 


TITRE: 
N° CAHIER: 
FICHIER : 
ELUANT: 
AGITATION : 


gelules tipidil micro 200 Canada lot 34 
Lf 178ter dissolution n*1 p170 ^ 

m.Acommun\glnq\donnbase\If178tertdtssolution\tot 34 Canada 
LSNa 0.O25M , 

75TPM y 


PREPARATION PES ECHANTILLONS 


masse theoriqud 

200 

dosage theoriquej 

200 


en mg f 


FOURNIER 1001688 
Highly Confidential 

Subject to 
Protective Order 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

quantite de principe actif 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


Temoin 100rog/l f~ 0,900 j 


SUIVI DE LA DISSOLUTION 


Tt 


volu 

me preleve en ml 

5 


*s TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,051 

0,143 y* 

0,084 S 

0.188 / 

0,05/ 

0,061 S 

10 

1000 

0,491 ^ 

0,612 

0,556 

0,636V 

0,48 y 

0,441^ 

15 

1000 

0,794 / 

0,871 ✓ 

0,841 S 

0,877/ 

0,771 / 

0,77/ 

20 

1000 

0,972 ^ 

1.033 

0,993 

1,021 S 

0,958 

0.966 ^ 

30 

1000 

1,14 ' 

1.19^" 

. • 1,162 V 

1,196^- 


1.179^ 

40 

1000 

1,224 

1,272 

1,242 - 

1,278 r- 

1,215 

1,251 

50 

1000 

1,295^- 

1,321V 

<pi,2B^ 

1,351 s~ 

1.284^- 

1,326 / 


CP 
O" 

o 

2f. 


f*yU.U £t* u.ayou_A 
290.0 30 0.9662_1 


1 DU 


DISSOLUTION 


rnMniTIONS FT MODES OPERATOIRES 

OP ER AT EUR : D. LECRIT 

date: \mmiy 

APPAREIL : Sotax 6 - Uvikon 942 
LONGUEUR D'ONDE : 290 nm - 

CUVEenmm: 2mm V 


PBFPARATIQM PES ECHANTILLONS 


T1TRE: 
N* CAHIER : 
RCH1ER : 
ELUANT : 
AGITATION : 


masse theoriquej 

200 


dosage theoriqud] 

200 

en mg ./ 


m:\commun\glnq\traitdon\distem5 
date edition: te 06/02/97 


gelules lipidil micro 200 Canada tot 34 
U 178ter dissolution n°1 p170 ^ 

m:\commun\glnq\donnbase\IM78ter\dissolution\lot 34 Canada 
LSNa 0.025M / 
75TPM / 


FOURNIER 1001689 

Hl '9hly Confident/a/ 

Subject to 
Protective Order 


masse de la prise cfessai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 

200.00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


<~r-> 


Temoin 100mg/l l 0,900 1 


filJIVI DE LA DISSOLUTION 

volume 


5 
10 
15 
20 
30 


50 


60 


preleve 


en ml 


volume en ml 


0 

1000 " 


1000 
1000 


1000 


1000 


1000 


1000 


CELLULE 1 


0,051 
0,491 ^ 
0,794 y 


0,972 


1,14 


1,224 , 


1000 
1000 


1,295., 


1,306 


1,452 


CELLULE 2 


0,143 
0,612 ^ 
0,871 s 


1,033- 


1,19- 


1,272 - 


1,321 / 


1,344 


1,509 


CELLULE 3 
0 


0,084 S 
0,556 


0,841 / 
0,993 ' 


1,162 S 


1,242 


1,308 / 


1.47 


CELLULE 4 
0 


0,188 / 
0,636 y 
0,877/ 
1,021 S 


1,196. 


1,278 - 


1,351 
1,35 A 


1,502 S> 


CELLULE 5 
0 


0,05 /' 
0,48 S 


0,958 ^ 


1,215 
1,284,,*- 
1,338 /" 


1,464 


CELLULE 6 
0 


0,061 y 
0,441 ^ 


0,77 S 
0,966 


1,179,., 
1,251 


1.5 



% dissous 



120 


quantite dissoute 



80 


100 


120 





Jt 
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CM 
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CM 
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LIPIDIL MICRO 200 LOT 35 CANADA 


Lambda No. Valeur E 


05-15-1997 14:20 


290 
290 
290 
290 
290 
290 
290 
290 
290 


0 

0 

0 
.0 
.0 
.0 

•0>to 
.0 

.0 


1 
2 
3 
4 
5 
6 
7 
8 
9 


0.0000 
-0.0012 
-0.0000 
-0.0000 

0.0002 
-0.0000 
-0.0000 
-0.0001_ 
-0.0001 


290.0 

10 

0.0785 1 

290.0 

11 

0.0747 1 

290.0 
290.0 ^ 
290.0 

12 
13 
14 

V/ * v^JC J. 

U . XjCv 1 

290.0 

15 

u.UDDO 1 

290.0 

16 


290.0 

17 

0.5384_1 

290.0 . 
290.0^ 

18 
19 

U • 4Doc_l 

290.0 

20 

0 66?? 1 

290.0 

21 

0.5188 1 

290.0 

22 

0.7967 1 ' 

290.0 
290.0 i 
290. 0>£ 

23 
24 
25 

0.8722 1 
0.8309 1 
0.7773 1 

290.0 

26 

0.9218 1 

290.0 

27 

0.8446 1 

290.0 

28 

1.0240 1 

290.0 29 
290.0 9t 30 
290.0 31 

1.0371 1 
1.0277 1 
0.9578 1 

290.0 

32 

1.0543 1 

290.0 

33 

1.0198 1 

290.0 

34 

1.2110 1 

290.0 

35 

1.2115 1 

290.0 36 
290.0 37 

1.2150 1 
1.1463 1 

290.0 

38 

1.2078 1 

290.0 

39 

1.1692 1 


790" 
290. 
290. 
290. 
290. 
290. 


F 
0 
0 

0 ~ 43 
0 44 
0 45 


41 

W 42 


1.3120 
1.2981 
1.3130 
1.2568 
1.2908 
1.2902 


290. 
290. 
290. 
290. 
290. 
290. 


0 46' 
0 47 
0^48 
0 49 
0 50 
0 51 


1.3557 
1.3344 
1.3350 
1.3775 
1.2886 
1.3333 


290.0 

4 

1 

.4980 1 

290.0 

5 

1 

.4878 1 

290.0 

6 

1 

.5001 1 

290.0 

7 

1 

.4366 1 

290.0 

8 

1 

.4461 1 

290.0 

9 

1 

.4557_1 


290. 
290. 
290. 
290. 
290. 
290. 


0 52 
0 53 
0£ o >54 
0 55 
0 56 
0 57 


1.4268 
1.3843 
1.4026 
1.3727 
1.3864 
1.3744 


L1 V 


FOURNIER 1001691 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR: A GRANDJEAN 

DATE: 15/05/97^ 
APPAREIL : Sotax 6 - Uvikon 942 
LONGUEUR D'ONDE : 290 nrn „ 

CUVE en mm: 2mm , 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE : gelules lipidil micro 200 Canada lot 35 

IT CAHIER : U 178ter dissolution n'1 p17f > 

FICHIER : m:\commun\glnq\donnbase\lf 178ter\dissolution\lot 35 Canada 

ELUANT: LSNaO,025M 

AGITATION: 75TPM 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse theoriquej 200 

en mg ^ 

dosage theoriqud 200 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 1 CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 200.00 

200,00 

200,00 

200,00 

200,00 

200,00 J 200.00 


Temoin 100mg/l | Q,9QQ ~| 


FOURNIER 1001692 

Highly Confidential 
Subject to 
Protective Order 


SUIVI PE LA DISSOLUTION 

volume preleve en ml 




FOURNIER 1001693 
H ''gWy Confidential 

Subject to 
Protective Order 



FOURNIER 1001694 


Highly Confidential 

Subject to 
Protective Order 



i 



Ml 
MA 


FOURNIER 1001696 



Highly Confidential 
Subject to 
Protective Order 


)03 


13 


11 

1 

























0<vl 





H.Um 3> 

Ms 


m 


m 









Pre 


042A*o^ - ^3^ Vol U . 


Subject to 
Protective Order 


fe^&i)ji0Vi JUuolL O^CICU^ -l^fCH^ ^1-^ 




Je SGUSiGNE Maitre Patrick NOURISW. notaire associe 
de i3 Zcci-H& Civile Professionnelle ' Patrick NOURISW, Dkfier 
NOURISW et Hugues MISSEREY " titulaire dun office Notarial 
dont le siege est a DUON, 25 rue BuKon. 

CERTIFIE ET ATTESTE avoir precede ce Jour a to 
cloture du present registre corttenant >dJ?^ P*9C& 
ravoir cote et paraphe en demfere page, desttn* a 
renregistrement des formulations de medfcaments pour 
les Laboratoires FOURNIER, centre de BiogaWnique. 
42 rue de Longvic a Chenove. 

FAfT POUR SERVIR ET VALOIR CE QUE DE DROIT 
A DUON 

fan DEUX MlUf P)y 




FOURNIER 1001698 


Highiy Confidential 
Subject to 
Protective Order 



Cahier LF 178 ter 
Dissolution n°2 


•4 


•V 



in 



^ -it?. H(<?P: 


FOURNIER 1001700 

Highly Confidential 
Subject to 
Protective Order 


9, 



* £ctcc 


<3 ccu<f V<SoCl ^cx~ccjje£ 


i 

t 
t 


FOURNIER 1001701 ^ 

Highly Confidential 

Subject to 
Protective Order 


:a 

, 5 

- * & 


JU 


0 gVlfogtVc66K3 


Cc AS /of/**- Ih.y/S.oS.^ 

-f-^ 3?-^±o ( 5 fcwsvs/sv ftu/Z-cSq 7 - 


0-* 


cm r- 0 


ill 

in -i 

o a* 

. -a 

in o uii 


in 
so 

CM 


en 
s 


in 


0^ 
CM 


<3 


s 

,CM 
CM 


FOURNIER 1001702 


Highly Confidential 
Subject to 
Protective Order 


G 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


CONDITIONS FT MODES OPERATOIRES 

OPERATEUR : D. LECRIT 
DATE : 16/05/97 
APPAREIL : Sotax 5 - Uvikon 810 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm; 2mm 


PREPARATIO N DPS ECHANTILLONS 


TITRE : getules lipidil micro 200 Canada tot 37 

N* CAHIER : U 178ter dissolution n°2 p 2 „ 

FICHI ER : m:\commun\gfnq\donnbase\lf 1 78ter\dissotution\lot 37 Canada 

ELUANT : LSNa 0.025M 

AGITATION ; 75 TPM 


masse de la prise d'essai 
quantite de prindpe actif 


masse theorique 

200 

en mg r 

dosaqe theorique^ 

200 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


FOURNIER 1001703 

Highly Confidential 
Subject to 
Protective Order 


Temoin 100rog/l | 0,900 | 


volume preleve en ml 

5 






TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

r*Pi im 


0 

0 

0 

0 

0. 

0 

0 

0 

5 

1000 

0,01 r 

0,018^ 

0,009 <•> 

0,023 

0,063 - 

0,017 ^ 

10 

1000 

0,207 ■■ 

0,211 „ 

0,161 . 

0,259 

0,236 ^ 

0,152 „ 

15 

1000 

0,648 . 

0,657 „ 

0,619 

0,703 

0,633 

0,522 ^ 

20 

1000 

0,92 - 

0,902 „ 

0.902 

0,944 s 

0,93 • 

0,837 

30 

1000 

1,156 , 

1,12 

1.127 /> 

1,163 - 

1,132 

1.096 ^ 

40 

1000 

1,26 ✓ 

1.246 v 

1,226 . 

1,245 *■ 

1.248 

1.206 ^ 

50 

1000 

1,34 ' 

1,292 >- 

1.282 r 

1,299 y 

1.311 

1,273 ,, 

60 

1000 

1,382 

1,34- , 

1.342 .. 

1,347 

1.335 . 

1,318 ^ 

120 

1000 

1,538 / 

1,478 ^ 

1,502 * ; 

1,496 , 

1.497 / 

1,453 

























RESULTATS EN % D1SSO 

US 





TEMPS 

MOYENNE 

CFIIULE1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0.00 

0 

0 

0 

0 

0 

0 



5.0 

1,30 

0,56 

1,00 

0,50 

1,28 

3,50 

0,94 

1,12 

86,26 

10,0 

11,36 

11,50 

11.73 

8,95 

14,40 

13.13 

8.45 

2,31 

20,38 

15,0 

35,08 

36,06 

36,56 

34,44 

39,13 

35.25 

29,05 

3,36 

9,58 

20,0 

50,56 

51.35 

50.36 

50,33 

52,72 

51,93 

46,69 

2,11 

4,17 

30,0 

63,40 

64,72 

62,72 

63,08 

65,15 

63,41 

61.31 

1,39 

2,20 

40,0 

69,61 

70,82 

70.03 

68,89 

70,03 

70.17 

67,73 

1.11 

1,60 

50,0 

73,34 

75,61 

72,93 

72,35 

73,37 

74,01 

71,79 

1,36 

1.85 

60,0 

76,18 

78,32 

75.96 

76,04 

76,40 

75,71 

74.64 

1,21 

1,58: 

120,0 

84,88 

87,37 

84,00 

85,30 

85.05 

85,08 

82,51 

1.60 

1,89 

0,0 










0,0 










0,0 











RESULTATS EN QUANTfT 

EDISSOUTE 


TEMPS 

MOYENNE 

CR 1 ULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

2,59 

1,11 

2,00 

1,00 

2,56 

7.00 

1,89 

2,24 

86,26 

10,0 

22,72 

23,01 

23.45 

17,89 

28,79 

26,26 

16,90 

4,63 

20.38 

15,0 

70,16 

72,12 

73.13 

68,87 

78,27 

70,50 

58,09 

6.72 

9,58 

20,0 

101,12 

102,70 

100.71 

100,66 

105,44 

103,85 

93,38 

4,21 

4.17 

30,0 

126,79 

129,44 

125,44 

126,16 

130,29 

126,81 

122,63 

2,79 

2,20 

40,0 

139,22 

141,63 

140,06 

137.79 

140,05 

140,33 

135.46 

2,22 

1,60 

50,0 

146,69 

151,22 

145,86 

144.69 

146,74 

148,02 

143,57 

2,71 

1,85 

60,0 

152,35 

156,63 

151,91 

152,07 

152,80 

151.42. 

149,28 

2.41 

1,58 

120,0 

169.77 

174,74 

167,99 

170,59 

170,10 

170,16 

165.01 

3.21 

1,89 

0,0 










0,0 










0,0 
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• 92 : :: ABS 
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,932 ABS 
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-:BS 
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I . . , . ABS 
I. ... *■ ABS 
• , ■ ABS 
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1,896 ABS 


.26- ABS 
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PBS 
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292 ABS 

1,282 ABS 

:..2?9 ABS 
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: E 3 ; 2 A-:s 
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2 , 


ABS 


298.9 Nil 
'298.6 HM 
298.8 HM 
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290.9 HH 
299.8 NM 
299,6 HM 
299.8 HM 
299.6 Hn 

299,-9 HM 
299.0 HM 
298.8 HM 

290.8 NM 

298.9 MM 
298.8 HM 

296.8 HM 
298.8 HM 
298.6 HM 

298.8 HM 

298.9 HM 
29?, 8 HM 

2^.8 H* 

298.6 3=<: 

296.8 -/: 

296.9 ;<?. 

299 .8 hft 
298.0 NM 

• 3,8 HM 
,.3.8 HM 
^9.9 HM 
298,0 HM 

298.9 HM 
98.8 HM • 


cv 


86,26 


20,38 


9,58 


4,17 


2,20 


1,60 


1,85 


1,58 


1,89 


FOURNIER 1001704 

Prof bjeCtt ° 

Pr °tect,Ve Order 


CV 


86,26 


20,38 


9,58 


4.17 


2.20 


1,60 


1,85 


1,58 


1,89 
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DISSOLUTION 


005 


rriNPmONS ET MOPES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D. LECRIT 
16/05/97 
Sotax5-Uvikon810 
290 nm 
2mm 


TITRE : 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


m:\commun\gInq\traitdon\distem5 
date edition: le 06/02/97 


gelules lipidil micro 200 Canada lot 37 
Lf 178ter dissolution n°2 pX&}2 

m:\commun\glnq\donnbase\II178ter\dissolution\lot 37 Canada 
LSNa 0.025M 
75 TPM 


ppFP ARATION PES ECHANT1LLONS 


masse theorique 

200 

dosage theoriqu* 

200 


en mg , 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


Temoin 100mg/l | 0,900 


FOURNIER 1001705 

Highly Confidential 

Subject to 
Protective Order 


SUiVI DE LA DISSOLUTION 


; volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0,01 / 

0,018 S 

0,009 ' 

0,023 s 

0,063 

0,017^ 

■■; 10 

1000 

0,207V 

0,211 ^ 

0,161 s 

0,259^- 

0,236 

0,152 >- 

it 15 

1000 

0,648/ 

0,657 V 

0,619 ^ 

0.703 

0,633 ^ 

0,522 ^ 

20 

1000 

0,92 / 

0,902 

0,902 

0,944 ^ 

0,93 

0,837 ^ 

30 

1000 


1.12^ 

1,127^ 

1.163 ^ 

1,132,^ 

1,096 

->■: - 40 

1000 


\ 1.246 .V 

1.226^ 

1,245 ^ 

1,248^ 

1,206^ 

■ 50 

1000 

^~1 ; 34^- 

J 1,292 ^ 

1,282^ 

1.299^ 

1,311 V 

1,273^ 

60 

1000 

1,382 V 

1,34 ^ 

1,342 ^ 

. 1.347 s 

1,335.^ 

1,318^ 

yiv, 120 

1000 . 

1,538,^ 

1,478 ^ 

1,502 ^ 

1,496 

1,497 ,J 

1,453 V 









5'.-' 


(U Cak 



CLuex: 











^ .'■ ■ 

RESULT ATS EN % DISSO 

IS 


P^./ TEMPS 

MOYENNE 

CELLULE -1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

, 0,0 

0,00 

0 

0 

0 

0 

0 

0 



. 5,0 

1,30 

0,56 

1,00 

0,50 

1,28 

3,50 

0,94 

1.12 

86,26 

f&V;- 10,0 

11,36 

11,50 

11,73 

8,95 

14,40 

13,13 

8,45 . 

2,31 

20,38 

15,0 

35,08 

36,06 

36,56 

34,44 

39,13 

35,25 

29,05 

3,36 

9,58 

.. 20,0 

50,56 

51,35 

50,36 

50,33 

52,72 

51,93 

46,69 

2,11 

4,17 

;r; 30,0 

63,40 

64,72 

62,72 

63,08 

65,15 

63,41 

61,31 

1,39 

2,20 

Bv: ; 40,0 

69.3Q 

68,93 

70,03 

68,89 

70,03 

70,17 

67,73 

0,96 

1,38 

50,0 

73,34 

75,60 

72,93 

72,35 

73,37 

74,01 

71,79 

1,35 

1,84 

>\: \ 6o.o 

76,17 

78,31 

75,96 

76,04 

76,40 

75,71 

74,64 

1,20 

1,58 

120,0 

84,88 

87,36 

84,00 

85,30 

85,05 

85,08 

82,51 

1,60 

1,89 

0,0 










0,0 










%%:.':■ 0.0 











RESULT ATS EN QUANTnE DISSOUTE 



■_ TEMPS 

MOYENNE 

CELLULE 1 

OR IMF? 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

®ir • 0.0 

0 

0 

0 

0 

0 

0 

0 



mr-.: . -5.o 

2,59 

1.11 

2,00 

1,00 

2,56 

7,00 

1,89 

2,24 

86,26 


1Q.0 

22,72 

23,01 

23,45 

17,89 

28,79 

26,26 

16,90 

4,63 

20,38 


15",0 

70,16 

72,12 

73,13 

68,87 

78,27 

70,50 

58,09 

6,72 

9,58 


20,0 

101,12 

102,70 

100,71 

100,66 

105,44 

103,85 

93,38 

4,21 

4,17 


: 30,0 

126,79 

129,44 

125,44 

126,16 

130,29 

126,81 

122,63 

2,79 

2,20 


40,0 

138,59 

137,86 

140,06 

137,79 

140,05 

140,33 

135,46 

1,91 

1,38 


50,0 

146,68 

151,20 

145,86 

144,69 

146,74 

148,02 

143,57 

2,70 

1,84 


6010 

152,35 

156,62 

151,91 

152.07 

152,80 

151,42 

149,28 

2,41 

1,58 


120,0 

169,76 

174,72 

167,99 

170,59 

170,10 

170,16 

165,01 

3,20 

1.89 


0,0 










0,0 











0,0 












2>? CctAVXcJoL . 


FOURNIER 1001706 

Highly Confidential 
Subject to 
Protective Order 


J 
2> 
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si ' Uku 
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DISSOLUTION 


OITIONS ET MODES OPERATOIRES 

OPERATEUR: A GRANDJEAN 
DATE : 16/05/97 
APPAREIL : Sotax 6 - Uvikon 942 
LONGUEUR D'ONDE : 290 run 

CUVE en mm: 2mm 


PREPARATION PES ECHANTILLONS 


m:\comrnun\glnqVtraitdon\distem5 
date edition: le 06/02/97 


TITRE : gelules lipidil micro 200 Canada lot 38 

N° CAHIER : U 178ter dissolution n*2 p6 

FICHIEfl : m:\commun\gtnq\donnbase\Kl78ter\dissotution\tot 38 Canada 

ELUANT : LSNa 0.025M 

AGITATION : 75 TPM 


masse theorique 

200 

dosage theoriqut 

200 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

qua mile de principe actif 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


FOURNIER 1001707 

H '*ghly Confident/a/ 

Subject to 
Protective Order 


Temotn 100mg/l | 0,900 | 


voh 

jme preJeve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


5 

1000 

0,063.^ 

0,076 v-" 

0.099 / 

0,084^- 

0,04 s* 

0.114^ 


10 

1000 

Q,329S 

0,368^ 

0.485.X 

0,27^ 

0,325.^ 

0,569 

15 

1000 

0,722^ 

0,745^ 

0,775^ 

0,678^- 

0,664^ 

0,853^ 


20 

1000 

0,965*r 

0,944 V 

0,964 ^ 

0,898.^ 

0,947.'" 

1,025 ^ 


30 

1000 

1,159 — 

1,187^ 

1,177-- 

1,139 —- 

1,185^— 

1.215 — 


40 

1000 

1,273 >- 

1,293 — 

1,279 s~ 

1,26 — 

1.294-^ 

1,289^ 


50 

1000 

1.335 

1.352 .*« 

1,328 ^ 

1,316 — 

1.375 — - 

1,372 

60 

1000 

1,384 ^ 

1,403 ^ 

1,389 

1,384 — 

1,419 — ' 

1,418^ — - 

120 

1000 

1,523 

1,551 

1,531 ^ 

1,526 — 

1,581 ^ 

1,562 f 

























RESULTATS EN % DISSOUS 


IbMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0.00 

0 

0 

0 

0 

0 

0 



5,0 

4,41 

3,50 

4,22 

5,50 

4,67 

2,22 

6,33 

1,46 

33,04 

10,0 

21,74 

18,30 

20,47 

26,97 . 

15.02 

18,07 

31,64 

6,29 

28,91 

15,0 

41,21 

40,22 

41.51 

43,22 

37,77 

36,99 

47,58 

3,88 

9,42 

20,0 

53,51 

53,92 

52,77 

53,93 

50,18 

52,90 

57,37 

2,34 

4,37 

3O.0 

65,99 

64,97 

66,54 

66,03 

63,81 

66,38 

68,21 

1,49 

2,27 

40.0 

72.11 

71,62 

72.76 

72,03 

70,85 

72,77 

72,66 

0,77 

1,07 

50,0 

76,08 

75,42 

76,39 

75,11 

74,31 

77,63 

77,63 

1,37 

1,80 

60,0 

79,41 

78.51 

79,60 

78,86 

78,46 

80,45 

80,57 

0.95 

1,19 

120,0 

87,92 

86,62 

88,21 

87,14 

86,73 

89,85 

88,96 

1,31 

1,49 

0.0 










0,0 










0.0 











RESULTATS E N QUANTITE DISSOIJTF 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

8,81 

7,00 

8,44 

11,00 

9,33 

4,44 

12,67 

2.91 

33,04 

10,0 

43,49 

36,59 

40,93 

53,94 

30,05 

36,13 

63,29 

12.57 

28,91 

15,0 

82,43 

80,44 

83,02 

86,44 . 

75,53 

73,98 

95,16 

7.76 

9.42 

20,0 

107,02 

107,84 

105,55 

107.87 

100,35 

105,79 

114.74 

4,67 

4,37 

30,0 

131,98 

129,93 

133,07 

132,07 

127,63 

132,76 

136,42 

2,99 

2,27 

40.0 

144,23 

143,24 

145,51 

144,06 

141,71 

145.53 

145,32 

1,54 

1,07 

50,0 

152,16 

150,84 

152.79 

150,21 

148,63 

155,25 

155,26 

2.74 

1,80 

60,0 

158,82 

157,03 

159,20 

157,73 

156,91 

160,91 

161,13 

1,89 

1,19 

120,0 

175,84 

173.24 

176,43 

174,28 

173,46 

179,69 

177,92 

2,62 

1,49 

0,0 










0,0 










0,0 
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GELULES LIPIDIL 200M CANADA LOT 38 


v4— !■ 


■j ■ 


1-4- 


Lambda No. Valeur E 


290.0 


290.0b(Uo2 


0.0000_1 
-0.0002 1 


290.0 
290.0 , 
290. OJb 
290.0 
290.0 
290.0 


28 
29 
30 
31 
32 
.33 


0.9649_1 
0.9440_1 
0.9640_1 
0.8980_1 
0.9474_1 
1.0250 1 


05-16-1997 10:38 


290.0 

3 

0.0000 1 

290.0 

4 

0.0001 1 

290.0 

5 

0.0001 1 

290.0 "V0> 

- 6 

0.0000 1 

290.0 

7 

0.0000 1 

290.0 

8 

-0.0000 1 

290.0 

9 

0.0000 1 

290.0 

10 

0.0630 1 1 

290.0 

11 

0.0763 1 ' 

290.0 ) 

12 

0.0994 1 i 

290.0^ 

13 

0.0836 1 ; 

290.0 

14 

0.0395 1 

290.0 

15 

0.1143 1 

290.0 

16 

0.3290 1 i 

290.0 

17 

0.3676 1 

290.0, , 
290.0^° 

18 
19 

0.4851 1 ' 
0.2697 1 

290.0 

20 

0.3250 1 

290.0 

21 

0.5693 1 

290.0 

22 

0.7220 1 

290.0 

23 

0.7448 1 

290.0 
290.0"^ 

24 
25 

0.7750 1 
0.6781 1 

290.0 

26 

0.6636 1 

290.0 

27 

0.8534 1 


290.0 
290.0 
290.0„ , 
290.0 *° 
290.0 
290.0 


34 
35 
36 
37 
38 
39 


1.1589_1 
1.1871_1 
1.1767_1 
1 .1392_1 
1 . 1848_1 
1.2146 1 


290 
290 
290 
290 
290 
290 


.0 40 
.0 41 

.0 ^43 
.0 44 

^0 45 


290 
290 
290, 
290. 
290. 
290. 


1.2733_1 
1.2928_1 
1.2793_1 
1.2597_1 
1.2937_1 
1.2894 1 


46 
47 


0 , 48 
0^° 49 


50 
51 


1.3348_1 
1.3515_1 
1.3275_1 
1.3164_1 
1.3753 1 


290.0 52 

1 

.3841 

1 

290.0 53 

1 

.4025 

1 

290.06^/54 

1 

.3887 

1 

290.0 55 

1 

.3841 

1 

290.0 56 

1 

.4192 

1 

290.0 57 

1 

.4179 

1 


290. 
290 
290 
290. 
290 
290. 


58 
59 

>2o' 60 
61 

62 

63 


1.5228 1 
1.5507_1 
1.5308_1 
1.5257_1 
1.5813_1 
1.5624 1 


008 
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5>f\R *«>C 


r^°c ± o.<l°c_. fee. JC/shY fifl ,y^4.c?% 


m 


|GELULES 


LIPIDIL 200M CANADA LOT 39 


If 


mm 

w 

•si-.. 


is 


.4. . 

.1.-, 


If-!- 

Hi 


Mr- 

mi?-* 


S&MstL -i- 

iW.^.^AT:;. ! 


....I.. 


Lambda No. Valeur_E 


290.0 1 
290.0^W2 


290.0 
290.0 
290.0 
290,0 

290.0-10. 

290.0 

290.0 


3 
4 
5 
6 
7 
8 
9 


-0.0002_1 
0.0028_1 
0.0000_1 
-0.0029.1 
-0.0000_1 
-0.0000_1 
-0.0001_1 
-0.0001_1 
-0.0001 1 


290.0 

10 

0.0426 1 

290.0 

11 

0.0962 1 

290.0 , 

12 

0.0879 1 

290.0 S 

13 

0.0548 1 

290.0 

14 

0.0939 1 

290.0 

15 

0.1159 1 

290.0 

16 

0.2733 1 

290.0 

17 

- 0.4915 1 

290.0, > 

18 

0.3330 L< . 

290. or* 

19 

0.4269 r 

290.0 

20 

0.4489 1 

290.0 

21 

0.4482 1 

290.0 

22 

0./0S8 1 

290.0 

23 

0.8232 1 

290.0 / 

24 

0.7269 1 

290. 0 VS 

25 

0.7846 1 : 

290.0 

26 

0.8071 1 ; 

290.0 

27 

0.8010 1 

290.0 

28 

0.9452 1 

290.0 

29 

1.0164 1 

290.0 

30 

0.9693 1 

290. 31 

1.0009 1 

290.0 

32 

1.0011 1 

290.0 

33 

0.9988 1 


05-16-1997 13:48 


250 3T 
290.0 35 
290.0 - /36 
290.0 99 37 


290.0 
290,9 


38 
39 


1.178511 
1.2216.1 
1.1795J 
1.2032_1 
1.1792.1 
1.1841 1 


290.0 
290.0 
290.0^ 
290.0 
290.0 
290.0 


40 
41 
42 
43 
44 
45 


2"50~ 
290.0 


46 
47 
48 


290.0 c 1 
290.0*° 49 


50 
51 


290.0 
290.0 

290 5T 

290.0 53 
290.0 £>' 54 

290.0 55 

90.0 56 

290.0 57 

0.0 58 

90.0 59 

290.0 , 60 

290-OJlo 61 

290.0 62 

290.0 63 


1.2761.1 
1.3070_1 
1.2899.1 
1.2767.1 ; 
1.2864.1 
1.2966 1 : 
1.3519.1 
1.3798.1 
1.3730.1 
1. 3794.1 ; 
1.3631.1 
1.3695 ,1 



1.4047.1 
1.4224.1 
1.4160.1 
1.4131.1 
1.4070.1 
1.4240.1 

1.5379 J 

1.5424.1 
1.5691.1 
1.5461.1 
1.5125.1 
1.5628 1 
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m:\comrnun\glnq\traitdon\distem5 
date Edition; le 06/02/97 


OPERATEUR: A GRANDJEAN 
DATE: 16/05/97 . 

t ^raL:Sotax6-Uvikon942 
290 nm 
2mm 


LONGUEUR D'ONDH : 
CUVE en mm: 


TITRE ; 

N° CAHIER : 

RCHIER: 

ELUANT: 

AGITATION : 


g&ules lipidil micro 200 Canada Jot 39 
U 178ter dissolution n°2 P 8 ^ 


75TPM , 


I fmasse theoriqu 

fdosage theorirm 


masse de la prise d'essai 
quantite de principe acffl. 


^MlDEJ^DIgSOLiniO^ 

.volume p relevA p» mi 



•nVtot 39 Canada 


"53?* 

0r <fer 


1 001 711 | 


'3/ 



Mr 



ix 

ft* 


If 


1° ?a'Ci&$ MAc>5.W- 4mos.it- 

F0 "K"*R 1001712 


er 


3. Qe§&Ld*& Q$jJjLi . £W &A-C- <&>S> 


i 


Si 


-3 

i 

VD 0 d 


l . 886 ABS 

1 .981 ABS 

1 .888 ABS 

1'JV -661 ABS 



cn 


nr 

£= 




CD 


CD 







CD 

CD 

CO 


CM 


CM 






1 

1 
i 
1 

1 

IT, 

1 - 
i 


.801 ABS 
-.888 ABS 
.888 ABS 
.881 ABS 
.081 ABS 

• .863 ABS 
.848 ABS 
■89b ABS 
.899 ABS 
.131 ABS 
.852 ABS 


296,8 HM 
298,8 HM^ 
298.8 hm 

■290.0 Nil 
298.8 HM 
298.8 HM 
298.8 HM 
298.8 HM 
298.8 HM 

298.8 HM 
298.0 HM 
298.8 HM o 
298.8 HM~ 
298,8 NM 
298.8 HM 



en 


CO 


CD 


OTi 

CD 
CM 


7t 


ii 


iT /£? r,444 ABS 298.8 HM 


"6 


. 228 ABS 
.496 ABS 
.534 ABS 
.528 ABS 
, 482 ABS 

.798 ABS 
.67? ABS 
.832 ABS 
.358 ABS 
.342 ABS 
.754 ABS 


298.8 HM 
238.0 HM 
298.8 HM 


2Vy.g HM r j ... .. 


298.8 NM 
298.8 HM 
298.8 HM 
298,8 HM 
298.8 NM 
298.8 NM 


llf^ .982 ABS 
1 .923 ABS 


1.817 ABS 
1.884 ABS 
1.813 ABS 
.951 ABS 


iT % t i . 179 ABS 
^ 1. 143 ABS 


1.166 ABS 
1.211 ABS 
1.201 ABS 
1.170 ABS 


! V < 1-295 ABS; 
1 1.278 ABS 


1.288 ABS 
1.281 ABS 
1.381 ABS 
1-259 ABS 


298.8 

NM 

298.8 

HM 

298.8 

NM 

298.8 

HM 

298.8 

HM 

298.8 

HM 

298.8 
290.0 

NM 
HM 

298. 0 

HM 

298.8 

HM 

298.8 

HM- 

298.8 

NM 

298.0 

NM 

298.8 

NM 

298.8 

HM 

298.8 

HM 

298.8 

NM 

298.8 

HM 


It 1.343 ABS 
1 5> 1.331 ABS 
1 1.329 ABS 
1 1.352 ABS 
1 1.356 ABS 
1- 1.321 ABS 

*V 1.391 hBS 

i 1.339 ABS 
1 1.356 ABS 
1 1.398 ABS 
, 1 1.376 ABS 
1 1.369 ABS 

IT * 1.534 ABS 
1 ^ 1.555 ABS 


298.8 NM 
298.0 NJS 
298,8 
298.8 b 
298.8 NM 
298.8 HM 

298.0 HM 
298.8 HM 
298.0 HM 
290.8 HM 
290.8 HM 
29h_R m 



l.-«5 ABS 
l.-:^3 ABS 
1.oh5 ABS.. 
1.533 ABS 


298. 8 
298. 8 
298. 8 
298.8 
298. 8 
298. 8 


HM 
NM' 
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i iy~ 
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1 

; ... .= j.^g 



i , 

or? 1 


i 

1 x 

339 

ftBS 

i 

1 > 

356 

ABS 

1 

| , 

398 

ABS 

i 

1. 

376 

ABS 

i 

i . 

369 

ABS 


i. 

534 

ABS 


i z 

err 
J -J .j 

ABS 

i 

2 < 


ABS 

i 

i i 


ABS 

i 

1 

OH- ~j 

ABS 

1 

L* 

533 

ABS 


298, 
296 
298, 
298, 
298, 

298. 
296, 
298. 
298, 
298. 
298, 


NM 
NM 
NM 
NM 
NM 
NM 

HM 
NM 
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DISSOLUTION 


013 


^jjpmnNS PT MODES OPERATOIRES 

OPERATEUR : D. LECRIT 
DATE: 16/05/97 
j APPAREIL : Sotax 5 - Uvikon 810 

; • LONGUEUR D'ONDE : 290 nm 

CUVEenmm: 2mm 


Ijatit ^BATIO M PES ECHANTILLONS 


m:\commun\gInq\traitdon\distem 5 
date Edition: le 06/02/97 


TITRE : gelules lipidil micro 200 Canada tot 40 

N° CAHIER : U 1 78ter dissolution n°2 p J35?>4# C t/ 

FICHIER : m:\c»mmun\gIn(^donnbase\lf178terVlissolulion\!ot 40 Canada^ 

ELUANT : LSNa 0.025M 

AGITATION : 75 TPM 


masse theoriquej 

200 


dosage theoriqud 

200 

en mg 


-"masse de la prise d'essai 
V quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 . 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 


Temoin 100mg/l | 0,900 ~[ 
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fegil fin DE LA DISSOLUTION 



^} : y volume preleve en ml 

5 










TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 





0 

0 

0 

0 

0 

0 

0 

0 





U,:. ■ 5 

1000 

0,068 ~- 

0,048^ 

0,096 f 

0,099 ^ 

0,131,/- 

0,052 /< 



if 



10 

1000 

0,444 

0,22^ 

0,496 ^ 

0,534 ^ 

0,52 /" 

0.402 ^ 



i 


15 

1000 

0,798^ 

0,677/ 

0,832 /~ 

0,85.,/ 

0,842 

0,750 





s:*.? ■-- - .- 

20 

1000 

0,982 

0.923/" 

1,017/ 

1,004 / 

1,013^- 

0,951/- 






30 

1000 

1,179^ 

1,148^* 

1,166./ 

1.21 1 

1,20t^- 

1.17 ^ 




I 


40 

1000 

1,295.,/ 

1,278 / 

1,288 ^ 

1.281 / 

1,301.-- 

1,259 _^ 




civ'-"-.- ' 

50 

1000 

1,343 .s* 

. 1,331 ^ 

1,329 

1.352 ./ 

1,356 

1,321 — 






60 

1000 

1,391.^ 

1,389 / 

1,356^ 

1,398 

1,376 ^ 

1,369 






120 

1000 

1,534 

1,555 /■ 

1,545 ^ 

1,543 /" 

1,545/ 

1,533 — 








































| 

RESUI 

.TATS EN% DISSO 

us 












TEMPS 

MOYENNE 

CELLULE 1 ' 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 



o,o 

0,00 

0 

0 

0 

0 

0 

0 






5,0 

4,57 

3,78 

2,67 

5,33 

5,50 

7,28 

2,89 

1,78 

38.93 



-■• . - - 

10,0 

24,25 

24,69 

12,24 

27,58 

29,69 

28,93 

22,35 

6,49 

26.78 




15,0 

44.15 

44,48 

37,69 

46,39 

47,40 

46,96 

42,02 

3,74 

8,47 

1 



20,0 

54,90 

54,92 

51,54 

56,90 

56,19 

56,69 

53,17 

2,15 

3,92 



u 30.0 

66,15 

66,14 

64,30 

65,46 

67,97 

67.42 

65,60 

1,35 

2,04 



40,0 

72.28 

72.91 

71,84 

72 t 56 

72,19 

73,31 

70.87 

0.86 

1,19 



; . 5o.o 

75,69 

75,94 

75,14 

75,19 

76,49 

76.72 

74,66 

0.82 

- 1,09 



eo.o 

78,35 

78,97 

78,73 

77,06 

79,43 

78,21 

77,70 

0,87 

1,11 




120,0 

87.77 

87,31 

88,34 

87,94 

87,87 

87,98 

87,19 

0,44 

0,50 



o,o 











X 

i£ . 0.0 












o.o 











IflESULTATS EN QUANTTTE DISSOUTE 


-. . TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



v- 5,0 

9,15 

7,56 

5,33 

10,67 

11,00 

14,56 

5,78 

3.56 ■ 

38,93 

10,0 

48.49 

49,37 

24,47 

55,16 

59,39 

57.85 

44,70 

12,98 

26,78 

15,0 

88,31 

88,95 

75,37 

92,77 

94,80 

93,92 

84,03 

7,48 

8.47 

20,0 

109,80 

109.84 

103.08 

1 13,79 

112,38 

113,39 

106,34 

4.30 

3.92 

30.0 

132,29 

132,27 

128,59 

130.91 

135,94 

134,84 

131,20 

2,70 

2.04 

40,0 

144,56 

145,82 

143,68 

145,12 

144,39 

146,62 

141,74 

1,73 

1,19 

50.0 

151,38 

151,87 

150,27 

150,39 

152,99 

153,45 

149,33 

1,65 

1,09 

60.0 

156.70 

157,95 

157,46 

154.12 

158,85 

156,42 

155,39 

1,74 

1.11 

120,0 

175,54 

174,61 

176.67 

175,88 

175,74 

175,97 

174,38 

• 0,88 

0,50 

0,0 










0,0 










0,0 











I 

ft 

8 

fi :] 

W 
I 

I 

i: 



120 


quantite dissoute 



20 



60 
temps 


80 


100 


120 


Re- 


nt: Q~2. 


Co 3 3^. 


^^A^cvrip^U ^ . , . .1. 


* 

83.86.9? 


03:11:41 


642.4 g Joji<_ 

8.88 g 
1988.9 g rv^ 
-2551.3 g^VvjuK- 

644.7 g J5j^-* 
8.80 g 
2850.8 g t^y- 
-2695.5 gJ^^y- 


644.4 g 
0.88 g 


2137.1 g 



-2781.6 g Jov^V- 
644.6 g Jfbuua_ 

0-00 g 

3859.3 g K*J- y ^ 
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SJSC* OoiS X -299^ -CToJc. PadLu, LSWa. ^2<??<< 


03.86.97 


98:21:07 

Code 


1547 

163.59 

9 


66.01 

9 


-229.62 

9 



03.06.97 03:29:12 
644.9 g JTb^*- 


3144.5 9 


-3789.4 g 


63 Wo. . 


63.06.97 

08:34:54 

Code 

1547 

163.74 g 


22.69 g 


-186.44 g 



06.97 


J:42:52 
i 


768.9 g Jfa>«- 
1801.0 g r^iT" 
-1769.9 g.W* 


693.8 g <fc 

1001.0 g **r- 

-1699.8 g.WjL^r 


ID 


V 

763.2 g Jxx*^ 
1091.0 g 


ID 


760.9 g JTo^_ 

1001.0 g y^y- 

-1762.0 g 
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ID 5 

760.7 g 

1801.0 g *vjr- 

-1761.7 g ^Vr^S~ 
ID 6 

753.2 g JT<*~- - 

1001.0 g r^y~ 

-1754.2 g _ 


It) . . 


to 


^ § £ ® 2 § - CO CO g .= P •• ® .7. 


w 


LONGUEUR D'0NDE[nmJ . . . . pan n 
TEMPS D'ATTENTE [s]..... ' 0 0 

TEMPS INTEGRATION [s] '" 5"n 

. NOMBRE D ' ECHANTILLONS V. '.I 1 

MODE CALC ; Non 

CHANGEMENT LAMPESCnm].. 340 

i LAMPE DEUTERIUM Oui 

; LAMPE TUNGSTENE ""' Oui 

FENTE(S) [nra] 2 0 

IMPRESSION AUTO " Non •> 

• SAUVEGARDE AUTO Non ' 

TRANSFERT AUTO Non 


r.KONTRON INSTRUMENTS UVIKON 922 Operateur 


FOURNIER 1001718 
Highly Confidential 

Subject to 
Protective Order 


101) 


mm 


ft. 


fc-L. 

m 


DISSOLUTION 


017 


rnMfMTIONS ET MODES OPERATOIRES 


OPERATEUR: A GRAND JEAN 
03/06/97,. 
gal 091 233 
290 nm^ 
2mm 


DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


TITRE : 
N° CAHIER: 
FICHIER : 
ELUANT : 
AGITATION : 


m:\conwnun\glnq\traitdon\distem5 
date edition: le 06/02/97 


Comprimes Canada lot C0 194 
U 178ter dissolution n°2 p14 ✓ 

m:\commun\glnq\donnbaseMf178ter\dissolution\lot C0 194 Canada 

LSNa 0.025M „ 

75TPM 


PREPARATION PES ECHANTILLONS 


masse theorique 

160 

dosage theorique 

160 


enmg^ 


masse de la prise d'essai 
quanttte de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mgfl| 0,900 [ 


FOURN/ER 1001719 

Hi 9'% Confid entia , 
_ Subject to 
Protective Order 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

5 

1000 

0.552 ✓ 

0,424^ 

0,514 r 

0,555 X 

0,58 ^ 

0,559 ■< 

10 

1000 

1,007, r 

0,959-" 

1,012 ^ 

1.035^ 

1,032 /> 

1,017^ 

15 

1000 

1.173 r 

1.142 ^ 

1,166 

1,161 ^ 

1,159^ 

1,146 ~~ 

20 

1000 

1.221^ 

1,229 _^ 

1,245 ^ 

1.222 ^ 

1,223 ✓* 

1,228 ^< 

30 

1000 

1.296.X 

1.291^ 

1,301^ 

1.302 ^ 

1,305^ 

1,302^, 

40 

1000 

1,339 ^ 

1.338.^ 

1,325^- 

1,336 / 

1,328^- 

1,336^ 

50 

1000 

1,353 s> 

1,34 *" 

1.341 ^ 

1,328.^- 

1,342 ^ 

1,337^ 

60 

1000 

1,349 

1,362 ^ 

1,368 — 

1.352,^ 

1,366 ^ 

1,35^* 

120 

1000 

1,374^ 

1.395^ 

1,385-^ 

1,408 ^ 

1.38-* 

1,372^- 

























RESULTATS EN % DISSO 

LIS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

36,85 

38,33 

29.44 

35,69 

38.54 

40,28 

38,82 

3,92 

10,64 

10.0 

70,35 

70,12 

66,74 

70,46 

72,07 

71,87 

70,82 

1,93 

2,74 

15,0 

80,94 

82,00 

79,79 

81,50 

81,18 

81,05 

80,13 

0,84 

1,03 

20,0 

86,21 

85,74 

86,22 

87,39 

85,82 

85,89 

86,22 

0.61 

0,71 

30,0 

91,61 

91,37 

90,96 

91,71 

91,80 

92,01 

91,79 

0,38 

0,41 

40,0 

94,43 

94.81 

94.67 

93,83 

94,61 

94,06 

94,60 

0,39 

0,41 

50,0 

95.34 

96,25 

95,27 

95,40 

94,52 

95,50 

95,13 

0,56 

0,59 

60,0 

97,04 

96,44 

97,26 

97,74 

96,65 

97,63 

96,50 

0,58 

0,60 

120,0 

99,44 . 

98.64 

100,03 

99,40 

101,00 

99,07 

98,50 

0,94 

0,95 

0,0 










0,0 










0,0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



5,0 

58,96 

61,33 

47,11 

57,11 

61,67 

64,44 

62,11 

6,27 

10,64 

10$ 

112,55 

1 12,20 

106,79 

112,73 

115,31 

114,99 

113,31 

3,08 

2,74 

15,0 

129,50 

131,20 

127,66 

130,40 

129,88 

129,67 

128,21 

1,34 

1,03 

20,0 

137,94 

137.18 

137,96 

139,83 

137i31 

137,43 

137,96 

0,98 

0,71 

30,0 

146.57 

146,20 

145,53 

146,74 

146,87 

147,22 

146,86 

0,61 

0.41 

40,0 

151,09 

151,69 

151,47 

150,13 

151,38 

150,50 

151.36 

0,62 

0,41 

50,0 

152,55 

153,99 

152,44 

152,65 

151,23 

152,79 

152,22 

0,90 

0,59 

60,0 

155.26 

154,30 

155,62 

156,39 

154,63 

156,21 

154,40 

0,93 

0,60 

120,0 

159,11 

157,83 

160,05 

159,04 

161,61 

158,52 

157,60 

1.51 

0,95 

0,0 










0,0 










0,0 












quantite dissoute 



4 ♦ 


— 1 — 

60 
temps 


80 


120 


LONGUEUR 0 ONDE FIXE 


-t -: 


Lambda No. Valeur E 


290.0 
290.0 
290.0 
29TT 


06-03-1997 12:47 


290.0 
290.0 
290.0 
290.0 
290.0 

290.0 
290.0 
290.0 
290.0 
290.0 


1 0.0000_1 ftt& *V^ 

2 0.0023_ltf»W<S*»~ 

3 -0 .0001 l&z 
1 


~290.(T 
290.0 
290.0 
290 !0 
290.0 
290.0 
"290.0" 
290.0 
290.0 
290.0 
290.0 
290.0 
290. 0~~ 
290.0 


-o.ooou — 

5 -0.O00U 

6 -0.0003_1 

7 -0.0009.1 

8 -0.0010_1 

9 -0.0003 1 

10 OHIO — 

11 0.4236_1 

12 0.5135.1V 

13 0.5545.1 s 

14 0.5798_1 
15. 0.5597 1 

1. 0069.1 " 

17 0.9585.1 

18 1.0120_1 

19 1. 0352.1 Xo' 

20 1.0318.1 

21 l.QIfifi i 

^ r.i/28j - 

23 1.1420_1 

24 1.1656.1 

25 1. 1614.1 ->s' 

26 1.1591.1 

27 1.1459 1 


IB 
29 

„ rt 86- 

290.0 31 

290.0 32 1 2223~1 o > 
290.0 33 1 2227 1^ 
.290.|l_21_JLj2276 1 


1.22l2_r 
1.2291.1 

- 1.2G01 i y^ fe 

1.2453 1 


— Ann — 7\ 

. 290.0 

35 

1.2955 1 

: 290.0 

36 

1.2908 1 

! 290.0 

37 

1.3012 1 , 

290.0 

38 

1.3024 1 3» 

290.0 

39 

1.3047 1 

290.0 

40 

1.3017 1 

290.0 

41 

1.3389 1 

290.0 

42 

1.3383 1 | 

290.0 

43 

1.3253 lcj 

290.0 

44 

1.3363 1 

290.0 

45 

1.3277 1 

290.0 

46 

1.3357 1 

. 290.0 

47 

1.3530 1 

290.0 

48 

1.3396 1 

290.0 

49 

1.3413 1 , 

290.0 

50 

1.3276 IS. 

290.0 

51 

1.3421 1 

290.0 

52 

1.3366 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


53 
54 
55 
56 
57 
58 


.3490.1 
3616_1 
3677_1 ' 
3523.1 
3659_1 
3504 1 


59 
60 


61 1. 

62 1. 

63 1. 

64 1. 


3740_1 
3947_1 

3848.1 
4081.1 , 
3800.1 J *o 
3716 1 


FOURNIER 1001720 

H '9Wy Confidential 

Subject to 
Protective Order 


UJL5 


• 


• 








83.06.97 
ID 


11:54:35 
1 


760.5 g -*b 

1001.0 g »v«>~ 

-1761.5 g _W^r~ 
ID 2 

753. 1 g . JTouol- 

1801.8 9 jmJ- 

-1754.8 g -WJr 


ID 3 

768.9 g Jfcx^- 

1001.0 g r\*>~ 

-1761.3 g J^S 
ID 4 

767.1 g JTou^. 

1881 . 0 g r\*>- 

-1763.1 g _V*>^ 


ID 


763.9 g J~h~K 


1001.0 g rs4>- 

-1769.9 g -Wo^ 
ID 6 

693.9 g JT^_^ 

1001.0 g ~JT 

-1699.9 g 


... ^ H .. t L;ftjEL ..2>/e/^v 


FOURNIER 1001721 

Highly Confidential 
Subject to 
Protective Order 


0C.0G.3f 


,M\ 0.0098 q 


0 . 7157 g 


s.l -deft 

fef.. ■ y—-. ! 


ID - H 

0.0000 g 

0.7081 q 


0.0000 g 
0.7076 g 


IglMES LF178TER CANADA LOT C0197 


•4- 

Vj- 
il- 


Lambda No. Valeur_E 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 16 
290.0 17 
290.0jio' 18 
290.0 19 
290.0 20 
290.0 21 


"290 TF 

290.0 23 
290.0 ,c' 24 
290.0 25 
290.0 26 
290.0 27 


290.0 
290.0 
290.0 


28 
29 


i o ) 30 
290.0^ 31 


290.0 
290.0 


32 
33 


290.0 34 
290.0 , 35 
290. 0%' 36 
290.0 37 
290.0 38 
290.0 39 


0.0007_1 
-O.OOOIJ 
-0.0001_1 
-0.0002_1 
-0.0002_1 
-0. 0003.1 
-0.0003_1 
0.0019.1 
0.0000 1 


290.0 

10 

0.3838 1 

290.0 , 
290.0 

11 

0.3913 1 

12 

0.4987 1 

290.0 

13 

0.2880 1 

290.0 

14 

0.3847 1 

290.0 

15 

0.7308 1 


0.9570_1 
0.9616.1 
1.008611 
0.8034.1 
0.9246.1 
1.0422.1 
1.1342.1 
1.1446.1 
1.1469.1 
1.0677.1 
1.1251.1 
1.1819 1 


1.2227.1 
1.2292.1 
1.2335.1 
1.1818.1 
1.2132.1 
1.2397 1 


1.2880.1 
1.2957.1 
1.2916.1 
1.2690.1 
1.2956.1 
1.2966 1 


06-03-1997 16:14 


290.0 
290.0 
290.0. , 
290.0^ 
290.0 
290.0 


^40 
41 
42 
43 
44 
45 


"250 W 

290.0 47 
290.0 „ , 48 
290.0 ^ 49 
290.0 50 
290.0 51 


290.0 52 

290.0 53 
290.0 54 
290.0-55- 

290.0 56 

290.0 57 

~290 5F 

290.0 .59 


290 
290.0 
290.0 
290.0 


0 ito 60 

61 
62 
63 


1.3215.1 
1.3494.1 
1.3204.1 
1.3192.1 
1.3313.1 
1.3366 1 


1.3481.1 
1.3546.1 
1.3378.1 
1.3331.1 
1.2346.1 
1.3494.1 
1.3376.1 
1.3596.1 

1 • 3409.1 ^fc..X« 


1.2742.1 
1.3520.1 
1.3709 1 


1.3812.1 
1.3484.1 
1.3822.1 
1.3835.1 
1.3897 1 



FOURNIER 1001722 

Highly Confidential 
Subject to 
Protective Order 


Qr. of c>c, 33- 


wssoujtion^ 


gQNpmONS FT MQDES_QgERATO|QEs 


m:\commun\gInq\traitdon\distem5 
date edition; le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D*ONDE 
CUVE en mm: 


A GRANDJEAN 

03/06^97, ..<■ 
gal 091 233^ 
290 nm^ 
20101^ 


JIJ^ ' Comprimes Canada lot C0 1 97 

ELUANT: r^S'^^^^^^'^ Canada 
AGITATION: 75TPM ^ 


E REPARATtOr rPES ECHANTH . 


masse de la prise d'essai 
quantite de principe actifi 


SUM DEIAO|SSOrHT T nM 



Teriioin 100mg/l | 0,900 [ 


FOURNIER 1001723 

Highly Confidential 

Subject to 
Protective Order 




021 


05.06.97 


93:50:05 
643. 1 g JibuLfl— 

2689.2 g rv^V- 

-3252.3 g -W*^ 


M ;1 = 


645.6 g 

2271.3 g 

-2916.9 gJVW- 

647.9 g Jduua^ 

1655.6 g r^JT 

-2303.3 9_WT. 


> . .>■ •> i y^o 

W - , 


ija<Oi_ ... < 


05.06.97 10:45:04 
Code (v\A^ 1547 


0.00 g 

90.53 g ^CU^ 
0.00 g 

47.10 g li^y 
0.00 g 
137.63 q 


F °URN/ER 1001724 


85.06.97 

Code 


■41' ckUm)a O)0^H JCO/f^ . 


11: 09:15 
1 


Code 


9.08 g 

763.8 g^TOiV 
0.00 g 
1001.0 g (\J(>)r 

0.00 g 
1769.3 g JuaaV 
Code .2 
8.00 g 
760.8 g CJOUL 
0.00 g 
1801.0 g 
0.00 g 
1761.8 g 

Pit 


760.5 g^OAJU 
6.00 g 

1001.0 g WeK 

0.00 g 
1761.4 g &AuK 


Code 4 
8.00 g 
753.1 s <C0J\fL 
0.00 g 
1001.0 g 
0.00 g 

($£-■ 


Code 5 
0.00 g 
767.5 g \0A£_ 
0.00 g 

1081.9 sh^T 

0.00 g 

ffc^ Code 6 

0.00 g 
693.8 9 < {Q/U- 
0.00 g 
1001.0 g 
Q.Q1 g fl ^ 
9.00 g 
1699.8 


1754.1 g 

4- Pckk ^ OOYVl^^mL ^^IpT . ; J 1 ::1 F 0URNIER 1001725 

"! High 'y Confidential 
Subject to 

Protective Order 


in 

7-1 © 
i 

CO 

- f- 


a. 

© iXi 

- *o 

in o 

© o 


© 
CO 
© 


en m 


m m 


© 

CD 


ON 


CO © 


CD CD 


© 
CD 

© 


CO 

© 


© 
© 
© 
© 


rn • rn 


m ; g-» 


© © 


© 


© CD 


© 
© 
© 
© 


CO 

© 


© 
© 
© 
© 


o 
o 


© © 


o 
u 


at 
■q 

o 
o 


at 

o 
o 


'1; 

O 


023 


MX' 

m 

MM' 


m.. 

rap 


ft 


LONGUEUR D ONDE FIXE 


iliste Parametre 

LONGUEUR O'ONDECnm] 290.0 

! TEMPS D ' ATTENTE [s] 0.0 

I TEMPS INTEGRATION [s] 5.0 

j N0MBRE D'ECHANTILLONS 1 

MODE CALC Non 

i CHANGEMENT LAMPES[nm] 340 

i LAMPE DEUTERIUM Oui 

i LAMPE TUNGSTENE Oui 

FENTE(S) [nm] 2.0 

i IMPRESSION AUTO Non 

I SAUVEGARDE AUTO Non 

' TRANSFERT AUTO Non 


06-05-1997 14:18 


fjKONTRON INSTRUMENTS UVIKON 922 


Operateur 


fic: 


WGUEUR D ONDE FIXE 290NM 75TPM LF178TER LOT C0200 


Lambda No. ValeurE 


06-05-1997 17:11 


290.0 1 0.0000.1 Ai/t /A ^ 
290 . 0 2 0.0010 1 LSvWL'yVe 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


3 
4 
5 
6 
7 
8 


.0013_1 
.0014_1 

.0011.1 Oftwn 
.0009 1 


0027 
0009" 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


33 
34 
35 
36 
37 
38 


1.2948 

1.2984" 

1.2802 

1.2877 

1.2801 

1.2574 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


9 
10 
11 
12 
13 
14 


.420L1 
,4382_1 
.4639.1 
.5384.1 
,5663_1 
4676 1 


LI 6 


nun 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 



It 


FOURNIER 1001726 

Highly Confidential 

Subject to 
Protective Order 


m 


290 15 0.9829_1 

290.0 16 0.9865.1 , - 

290.0 17 0.9874.1 

290.0 18 1.0207_1 

290.0 19 1.0272_1 

290.0 20 0.9509 1 

250 21 1.1464_1 

290.0 22 1.1473 J. 

290.0 23 1.1415.1 Abfam 

290.0 24 1.1502_1 

290.0 25 1.1504.1 

290.0 26 1.1044 1 

290.0 27 1.2258J. 

290.0 28 1.2266_1 „ 

290.0 29 1.2108.1 & /tom .! 

290.0 30 1.2243.1 ^ 

290.0 31 1.2177.1 O 

290.0 32 1.1815 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


39 
40 
41 
42 
43 
44 


46 
47 
48 
49 
50 


1.3204 
1.3052" 
1.3247 
1.3117 
1.3081" 
1.2897. 


■0275! 
1.3421 
1.3348 
1.3313 
1.3238 
1.3154. 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


29UTT 

290.0 

290.0 

290.0 

290.0 

290.0 


51 
52 
53 
54 
55 
56 


"O50T 
1.3503 
1.3457 
1.3388 
1.3345" 
1.3189 


~5T 
58 
59 
60 
61 
62 


~LT3738- 
1.3758 
1.3693. 
1.3788. 
1.3761 
1.3559. 


.1 

1 :k)fmiim 

1 

1 

1 

1 

1 

lUOfttunn 

1 

1 

1 

t 

1 - 

1 bOnrwn 

1 

1 

1 

1 

1 

lfeOflWh 
1 
1 
1 

r 
1 

1 AlOnvwn 

1 

1 


\J 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRFS 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSEUN C 
05/06/97^ 
GAL091 GAL233 ^ 
290 nm^ 
2 mm . 


TITRE : Comprimes Canada lot C0200 

N« CAHIER : LF178TER dissolution N'2 p 021 

FICHIER : m:\commun\glnqVdonnbaseVlissolution\lotC0200 Canada 

ELUANT: LSNaO,025M^ 

AGITATION : 75 TPM 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

lioj 



dosage theoriqut 

160|en ma 







UhLLULb 1 CELLULE 2 CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 ! 

160,00 

160,00 160.00 

160,00 

160,00 

160,00 I 

160,00 I 

160,00 | 160.00 

160,00 

160,00 

160,00 


Temoin 100ma/| | 0,900 ~| 


FOURNIER 1001727 
Hi 9%Conf,den f / a/ 
Protective Order 


SUIVI DE LA DISSOLUTION 

volume preleve en mils 



it 

1§: 


illl* 


t&stf-.-.: 


1 :. \ov pk/js& 


09.66.97 99:50:42 
0.00 g 

229.59 gl^ 
9 .00 g 
3003.7 gAielr 
0.00 g 
-3238.3 g - iWV 
0.00 g 
229.61 g7^>(; 
0.09 g 
2942.5 g/Uelr 
0.08 g 
-3172.1 g,,U 


0.00 g 

229.59 sXa^t 
8.00 g 
2473.2 gA/eV 
-0.01 g 
-2702.8 s-bn<y 


09.06.97 10:03:11 
0.00 g 

143.23 g 7^v< 

0.00 g 

68.71 g /Oey 

0.00 g 

-293.94 g _&V2cl~ 


FOURNIER 1001728 

Hl '9Wy Confidential 

Subject to 
Protective Order 


09.66.97 11:85:31 

699.3 g ^ 
8.00 g 
1001.0 g A^t- 
0.00 g 
-1700.4 g „frfaj- 
^ 0.00 g 

0.00 g 
1001.0 g jOg|- 
0.00 g 
-1768.8 g -friJr 


3 


4 


0.68 g 

0.00 g 
1001.0 sjO^ 
0.00 g 
-1761.5 3 ^Mc\- 
0.00 g 

0.00 g 
1001.8 g^f- 
0.01 g 
-1769.8 3 -hajT 


-0.01 g 


3- 


753 - 0 9^ H 

0.00 g 
0.00 g 

- 1754 - 8 -3 -lV.l " 


3. ^PnA'Rc>ti3 .' <A^pj^fc^t 


IK.. 


o 


-0.01 g 
760.8 g 7^ 
0.60 g 
1001.0 g AM-. 

0.00 g 
-1761.8 s-^DruS- 4 


r- 


K» CO 


FOURNIER 1001729 

Highly Confidential 
Subject to 
Protective Order 4 


CD Oi 

- "O 

0"% o 

•ZD o 


CD 


ID 

in 


CD 


5f' tn rr- 


in 

IFj 


CD 

cd 


in 
in 


CD 
CD 


\0 

in 


CD 


. £ 
XI" 

in 


CO 


5: 


m 


mi 


LF 178 TER LOT 158 LSNA 0.025M 75 TPM 


^ ; Lambda No. Valeur.E 


290.0 
Br-fij 290.0 


i 

2 


0.0001.1 
0.0007.1 


Lambda No. Valeur_E 


290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


0.0021.1 
0.0015_1 
0.0014.1 
0.0021_1 
0.0025_1 
0.0029_1 


290.0 

/ 

0.4949.1 

290.0 * 

8 

0.5380.1 

290.0 

9 

0.5231.1 

290.0 

10 

0.4994_1 

290.0 

11 

0.5009_1 

290.0 

12 

0.5074 1 


m. 

290. 
290: 
290. 
290. 
290. 


14 
15 
16 
17 
18 


29TJT 
290. 
290.0 
290.0 
290.0 


0 5 20 


21 
22 
23 
24 


0.7172_1 
0.7077_1 
0.7061_1 
0.7063_1 
0.7112,1 
TJ773523 
0.7538.1 
0.7544^1 
0.7518_1 
0.7472_1 
0.7589_1 


290. 0^. 
290. 0*° 

2b 

0.//29_l 

26 

0.7826.1 

290.0 

27 

0.7901.1 

290.0 

28 

0.7943 1 

290.0 

29 

0.7888.1 

290.0 

30 

0.7838.1 

290.0* > 
290.0^ 

31 

0.8060.1 

32 

0.8110 1 

290.0 

33 

0.8131.1 

290.0 

34 

0.8156 1 

290.0 . 

35 

0.8161.1 

290.0 

36 

0.8154 1 


290. 
290. 
290 
290 
290 
290 


38 
39 
40 
41 
42 


m 

290 
290 
290 
290 
290 


.0^ 44 
.0 45 
.0 46 


47 
48 


290 
290 
290 
290 
290 
290 


.(T° 50 


J. 
0.8316.1 
0.8461.1 
0.8301.1 
0.8421.1 
0.8421.1 
TJTB2BO 
0.8358.1 
0.8493.1 
0.8524.1 
0.8551.1 
0.8456.1 


0 
0 

.0 
:0 


51 
52 
53 
54 


0. 8291.1 
0.8295.1 
0.8460.1 
0.8554.1 
0.8507.1 
0.8552 1 
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FOURNIER 1001730 
Highly Confidential 
Subject to 
Protective Order 


028 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\glnq\traitdomdistem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D. LECRIT 

rift tr\n *J 
XI WW JtJr TJ 

gat091gat233 

290 nm 
2mm 


TITRE: 
N° CAHIER : 
RCHIER : 
ELUANT : 
AGITATION : 


LF 178ter comprim6s PK lot 1 58 

U 178ter dissolution n°2 p-ae^&JK ~ 

m:\commun\glnq\donnbase\lf178tertdissolutbn\tot PK 158 O Ot^?A 7QA 

LSNa0,025M„ ' 

75TPM^ lh&ip&pQ_ 


PREPARATION PES ECHANTILLONS 


masse theorique 

100 

dosage theorique 

100 


en mg , 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

100,00 

100.00 

100,00 

100,00 

100,00 

100,00 

quantite de principe actif 

100.00 

100,00 

100,00 

100,00 

100,00 

100,00 


Temoin 100mg/l | 0,900 \y 


FOURNIER 1001731 

Highly Confidential 
Subject to 
Protective Order 


volume preleve en ml 

10 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


5 

1000 

0,495 / 

0,538^- 

0,523 ./ 

0,499 / 

0,501 

0,507 /* 


10 

1000 

0,688 / 

0,717— 

0,708 — 

0,706 ~- 

0,706 — - 

0,711 — 


15 

1000 

0,736 / 

0,754 — 

0,754 — 

0,752^ 

0,747/^ 

0,759 / 


20 

1000 

0,773^ 

0,783-^ 

0,79^" 

0,794 

0,789^ 

0,784 ^ 


30 

1000 

0,806/ 

0,811 ,— 

0,813/ 

0,816 — 

0,816—- 

0,815/ 


40 

1000 

0,828/ 

0,832 > 

0,846 — 

0,83 ^ 

0,842 *~ 

0,842 ,^ 

50 

1000 

0,829.— 

0,836 — 

0,849 — - 

0,852/** 

0,855 ^ 

0,846 _ 

60 

1000 

. 0,829 ^ 

0,83 ^— 

0.846 — 

0,855 — 

0,851 

0,855 ^ 

































RESULTATS EN % DISSO 

US 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



5,0 

56,72 

55,00 

59,78 

58,11 

55.44 

55,67 

56,33 

1,85 

3,26 

10,0 

79.01 

76,99 

80,26 

79,25 

79,00 

79,00 

79,56 

1,10 

1,39 

15,0 

84,72 

83,09 

85.17 

85,15 

84,89 

84,34 

85,69 

0,91 

1,07 

20,0 

89,46 

88,02 

89,23 

89.98 

90,40 

89,84 

89,31 

0,83 

0,93 

30,0 

93,37 

92,55 

93,21 

93,42 

93.72 

93,71 

93,62 

0,45 

0,48 

40,0 

96,92 

95,89 

96,45 

97,99 

96,19 

97,51 

97,53 

0,86 

0,89 

50,0 

98,72 

96,92 

97,82 

99,26 

99,55 

99,89 

98,91 

1.14 

1.15 

60,0 

99,64 

97,84 

98,08 

99.87 

100,83 

100,40 

100.85 

1,36 

, 1,36 

0,0 










0,0 










0,0 










0.0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULES 


CELLULE 6 


ecart type 


CV 


0,0 


5.0 


56.72 


55,00 


59,78 


58,11 


55,44 


55,67 


56,33 


1,85 


3,26 


10,0 


79,01 


76,99 


80,26 


79,25 


79,00 


79,60 


79,56 


1,10 


1,39 


15,0 


84,72 


83,09 


85,17 


85,15 


84,89 


84,34 


85,69 


0,91 


1,07 


20,0 


89.46 


88.02 


89,23 


89,98 


90,40 


89,84 


89.31 


0,83 


0,93 


30,0 


93,37 


92,55 


93,21 


93.42 


93.72 


93,71 


93,62 


0,45 


0,48 


40,0 


96,92 


95,89 


96,45 


97,99 


96,19 


97,51 


97,53 


0,86 


0.89 


50,0 


98,72 


96,92 


97.82 


99.26 


99,55 


99,89 


8,91 


1.14 


1,15 


60,0 


99,64 


97,84 


98,08 


99,87 


100,83 


100.40 


100,85 


1,36 


1.36 


0,0 


0,0 


0,0 


0,0 



2>6 


-J- 7 


10.86.97 99:47:10 
0.00 g 

229.62 g T<zy£ 

0.80 g 

2873.6 9$£V- 

0.00 g 

-3103.2 S-^bnJr- 

6.00 g 

229.57 g fa.^ 
0.00 g 

2661.9 g:A)et- 

0.01 g 
-2891.5 g-8wJr 
0.00 g 

229.58 3~fctl{ 
0.00 g 

2628.4 gA)dV- 

0.00 g 
-2857.9 9-6w<ir 


y^Mav ; ■ i ; 


10.06.97 ' 10:01:59 
Code W*> 1547 

0.00 g 
143.22 g "feirc 

0.00 g 
117.78 g $e\r 

0.00 g 


-269.93 g -frvtcV 


FOURNIER 1001732 

Highly Confidential 

Subject to 
Protective Order 


10.06.97 10:32:13 
j 0.00 g 

769.5 sT<K.\C 
0.00 g 

1002.0 spgy 

0.00 g 

,~ 1762 - 5 9 ~$»*.V 
£ 0.00 g 

693.8 g 

0 .00 g 

1002.0 g JO g \- 

0.00 g 


-1700,8 g -fV> 


"1770.9 g^C^U 


3 9.00 g 

767.0 g TftVc 
0.00 g 
1002.8 g vUelr 
0.00 g 
-1769.8 
^ 0.00 g 

0.00 g 
1082.0 g ^eU- 
8.00 g 


3. ^|^Uq^KT& ^ 


5 9 -0i 9 

0.00 g 
1002.0 g J\j e ;^ 

0.00 g 
-1762.9 g .ft^ 
^ 0.00 g 

753.0 g 7^ 
0.00 g 

1002.0 sA)efr 

0.00 g 


-1755.0 S ^fihc\ 



cam 


FOURNIER 1001733 
Highly Confidential 
Subject to 
Protective Order 


in 


CM 


NO 

CD Or 

O 1 — 1 


en en 


CD .Ki 

in 


CD -K> 

111 


CD 


CO 

in 
in 


CD 


cr* 


in 


q-i m cr, 


^ cr» ^1 


CO 
I 


cd 


in 
in 


CD 

CD 


in 
in 


v 


LF 178 TER LOT 158 LSNA 0.05 M 120 TPM 


4r 
•1 


Lambda No. Valeur_E 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


o 


290.0 - 
290.0-5 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


7 
8 
9 
10 
11 
12 


290.0 . ,' 13 
290.0^ 14 


290.0 
290.0 
290.0 
290.0 


290", - 
290. (K5 
290.0 
290.0 
290.0 
290.0 


15 
16 
17 
18 


T9~ 

20 J 

21 

22 

23 

24 


290.0fl, v 

290.0^ 

290.0 

290.0 

290.0 

290.0 


75" 

26 
27 
28 
29 
30 


-0.0005_1 
0.0000.1 
0.0015_1 
0.0004_1 
0.0009_1 
0.0005,1 


0.5942.1 
0.667U 
0.6658_1 
0.6676.1 
0.6985.1 
0.7258 1 


0.8430.1 
0.8153.1 
0.8403.1 
0.8331.1 
0.8307.1 
0.8307.1 


0.8866.1 
0.8517.1 
0.8838.1 
0.8758.1 
0.8721.1 
0.8610.1 


0.91)38.1 
0.8675.1 
0.8993.1 
0.8886.1 
0.8794.1 
0.8751 1 


06-10-1997 14:17 


Lambda No. Valeur.E 


<t>' 290.0 
<£> 290.0 


1 -0.0000.1 

2 -0.0008.1 


fa /A*. 
£> (A/0*. USA)*. 
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DISSOLUTION 


CONDITIO NS ET MODES OPERATOIREfi 

. OPERATEUR : D. LECRtT 

DATE : • 09M9/97 J Q Qg fl'l 

APPAREIL: gaK)91gat233 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2mm 


Us 


TITRE ; 
N° CAHIER : 
RCH1ER : 
ELUANT: 
AGITATION : 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LF 178tercomprimes PK lot 158 - 0.05M 120 tpm 
Lf 178ter dissolution n°2 pjigg^ p£ 

m:\commun\glnq\donnbase\IH78tertdissolution\lotPK 158 0.05M 120 tpm 

0.05M y 

120 tpm^ 


PREPARATION PES ECHAMTII I OM<; 


masse theorique 

100 

dosage theorique 

100 


enmg x 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 


Temoin 100mg/l | 0,900 [ 


FOURNIER 1001735 
Highly Confidential 
Subject to 
Protective Order 


SUIVI DE LA DISSOLUTION 

volume preleve en ml 


TEMPS 
0 
5 


15 

20 


vo l ume en ml 
0 
1000 


10 


1000 


1000 
1000 


*£. 

CELLULE 1 
0 

0,594 
0,843 ~- 


0.887 , 
0,904 


CELLULE 2 | CE LLULE 3 
0 


0.667- 


0,815-^ 


0,852. 


0 

0,666. 


0,84^. 


0,884- 


CELLULE 4 
0 


0,6 


0,833 


0,87 


CELLULE 5 
0 

0,699^ 


0,831- 


CELLULE 6 
0 

0,726^- 


0,831 _ 


0,861 „ 
0,875 , 


RESULTATS EN%DISSOHS 


TEMPS 
0,0 


MOYENNE 
0,00 
74,44 


CELLULE 2 


CELLULE 3 
0 


CELLULE 4 


CELLULE 5 
0 

77,67 


o 

66,00 


0 

74,11 


CELLULE 6 

0 


10,0 
15,0 


93,21 
98,56 


94,33 
100,15 


74,00 


91,30 
96,31 


94,07 
99,90 


74,22 


80,67 


93,11 
98,59 


4,91 


6,60 


20,0 
0,0 


101,06 


103,03 


99,04 


102,66 


93,14 
97,40 


101,42 


1,07 
1,48 


1,14 
1,50 


0,0 
0,0 


0,0 
0,0 


0,0 
0,0 


RESULTATS EN 



r--43. 


X -4 


-038 


fid Cec 


UAr ■ V^ft; o -t'to^^ -ptrfeuo ^^^^ ^ 


■ h 


11.86.97 


99:09:42 


229.59 g 
9.09 g 
2919.5 g ttelr 
0.00 g 
-3149.1 g -ftnjr 
0.00 g 

229.56 g Jct^ 
0.00 g 

2780.3 g A) e \r 
0.00 g 
-3009.9 g^&v^V- 
0.00 g 

229.57 g Tk^ 
0.00 g 

2673.1 g ^ 
0.01 g 


-2992.6 9-&tu[- 


die, l eocu_ 


o lhVccl die (ecxcL ffeSee. i \ 


11.06.97 09:36:31 
Code /^(2, 1547 

0.00 g 
143.23 g TctK 

0.00 g 
241.50 g /UeU 

9.00 g 


-384.71 g -&ln<Jr- 



FOURNIER 1001736 
Highly Confidential 

Subject to 
Protective Order 


9— fe^-; cCzc ; w juste cUveoUAcg^ -(kal <Mue>&S 


— 5> 


11.06.97 18:28:15 
^ 0.00 g 

760.6 g Tciif 

0.00 g 

1004.0 g Aj e l~ 

9.00 g 

' -1764.6 g -fret- 


's 


0.90 g 
693,8 g /c^t^ 
0.00 g 

0.00 g 
-17B2.8 3-fbnJr- 


5 



0.00 g 
760.3 g^ 

0.00 q 

1804.0 %/Je\r 

0.00 g 
-1764.3 g-Ctec^ 


- Iv 


4 


6 


2 0.00 g 

767.2 g 
8.00 g 
1004.0 g M&V 
0.01 g 
-1771.2 g-\3rtcV- \ 


0.00 g 
768.3 g Ta^ 
0.00 g 
1004.0 g /Ja\r 
0.00 g 
-1772.8 9-0^ 



0.00 g 
753.0 sTo^ 
0.00 g 
1004.8 g k)c\~ 
0.00 g 
-1757.1 3 -Bn4~~ \ 


CM ^ 

~ 0 


r- 

cr. 

so 

— o 


C5 


0*1 


CD 


>T» rn 


CO 


On 


l"5 


FOURNIER 1001737 
Highly Confidential 
Subject to 
Protective Order 


rn on 



CO 


ttc m tit 


m S. 


LF 178 TER LOT jiff LSNA 0.1 M 90 TPM 


6> 290.0 
® '290.0 


1 0.0000_1 

2 0.0004 1 


Ja- 


ws?' * 


Lambda No. Valeur_E 


290. 0e> 

290.0 

290.0 

290.0 

290.0 

290.0 


1 
2 
3 
4 
5 
6 


290.0 rf" i 
290. O^ 0 
290.0 
290.0 
290.0 
290.0 


T 

8 

9 
10 
11 
12 


290.0>-' 
290.0 ^ 
290.0 
290.0 
290.0 
290.0 


13" 
14 
15 
16 
17 
18 


290.0 <y 19 
290.0 20 


290.0 
290.0 
290.0 
290.0 


21 
22 
23 
24 


290.0^ 25 


290.0 
290.0 
290.0 
290.0 
290.0 


26 
27 
28 
29 
30 


0.0011_1 
0.0010_1 
0.0020_1 
0.0016_1 
0.0004_1 
0.0004 1 


1.3391.1 
1.3739_1 
1.3445_1 
1.3405.1 
1.3505_1 
1.2375_1 


I7432T1 
1.4347_1 
1.4299.1 
1.4147_1 
1.4206_1 
1.3987 1 


1.4410Z1 
1.4423.1 
1.4444_1 
1.4197_1 
1.4273_1 
1.4109 1 


1.43/4.1 
1.4430_1 
1.4439_1 
1.4191.1 
1.4274.1 
1.4124 1 


06-11-1997 13:32 


m ■ 


FOURNIER 1001738 
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036 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR: D.LECRIT TITRE : 

date : -momr-M Db. 5 \ n* cahier : 

APPAREIL: gat091ga(233 Vf/ F1CHIER : 

LONGUEUR D'ONDE : 290 nm W ELUANT : 

CUVEenmm: 2mm AGITATION : 


m:\connmun\g!nc(Vlraitdon\distem5 
date edition; te 06/02/97 


LF 178ter comprimes lot C0194- 0.1M 90 tpm 
Lf 178ter dissolution n°2 p 3^ 

m:\commun\glnq\donnbase\lf1 78te^issofution\lot C0194 0,1M 90tpm 
LSNa0,1M s 
90 TPM ^ 


PREPARATION PES ECHANTILLONS 



masse theorique 

! 160 






dosage theorique 

I 160 

en mg 







y 





CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantite de principe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin IQOmg/l j 0,900 A 


FOURNIER 1001739 

Highly Confidential 
Subject to 
Protective Order 


voh 

jme preleve en m! 

10 ^ 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CF1.LULE3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1,339 ^ 

1,374 ,^ 

1,345^- 

1,341^ 

1,351 ^ 

1,238-- 


15 

1000 

1,432 ^ 

1,435^- 

1,43.^ 

1,415-- 

1,421^ 

1,399t- 


20 

1000 

1,441 ./ 

1,442 ^ 

1,444^- 

1,42,^ 

1,427 <s 

1,411x- 


30 

1000 

1,437^ 

1 ,443 ^ 

1,444^ 

1,419^ 


1,412^ 







































































RESULTATS EN%DISSO 

us 




TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CR LULE6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

92,45 

92,99 

95,42 

93,40 

93,13 

93,82 

85,97 

3,30 

3,56 

15,0 

99,67 

100,37 

100,61 

100,24 

99,20 

99,62 

98,01 

0,97 

0,97 

20,0 

101,28 

101,99 

102,09 

102,20 

100,53 

101,02 

99,82 

0,98 

0,97 

30,0 

102,23 

102,72 

103,16 

103,21 

101,44 

102,01 

100,87 

0,96 

0,94 

0,0 . 










0,0 










0,0 










0,0 










0,0 










0,0 










0.0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

OF1HILE6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

147,93 

148,78 

152,67 

149,44 

149,00 

150,11 

137,56 

5,27 

3,56 

15,0 

159,48 

160,60 

160,97 

160,38 

158,71 

159,39 

156,82 

1.55 

0,97 

20,0 

162,04 

163,19 

163,34 

163,53 

160,84 

161,64 

159,71 

1,57 

0,97 

30,0 

163.58 

164,35 

165,06 

165,13 

162,31 

163,22 

161.39 

1,53 

0,94 

O.O 










0.0 










0.0 










0,0 










0,0 










0,0 










0.0 










0.0 











% dissous 



10 15 20 25 

temps 


— I 
30 


quantity dissoute 



15 
temps 


— H — 
25 


— I 
30 


12.86.97 10:29:14 
0.88 g ft ' 

642.4 g^CLU_ 

0.00 g 
2700.3 g WeK 

0.60 g 
3342.7 g£ad< 


0.00 g 
644.2 g<fa,(£ 
0.@0 g 

2795.1 g ft) 
0.00 g 

3439.2 g&UufT 


0.00 g 
644.2 s<Q/JL 

0.00 g 
2444.0 q 

0.08 g 
3988.-3 g 


PC 


12.06.97 t^O. 18:34:46 
Code fiftR 1547 

9.60 g 
226.36 g^at^ 

9.00 g 
228.97 gNdk/ 

9.00 g 


455.33 g 


1§£ 


F °URN/e R 1001740 

PrJ J(>Ctt ° 
Pr °tecti Ve o rde 


Jer 


\J o o 


WW. J' | 


Code 


1 


769.5 


0.69 g 

0.00 g 
1094.0 g ^fcV, 
0.00 g 


Code 


0.00 g 

760.8 g<JoJU 
0.00 g 

1004.0 

0.60 g 


1764.3 g 


Code 3 

0.00 q 

698.8 g c 50AiL 
0.0© g 
1004.0 g ft/fiV^ 

0.00 g 
1702.8 g fWk 
Code 4 
0.00 g 

767.0 g^OAjt 
0.00 g 
1004.0 g fMll^s 

0.00 q 


1771.0 g 


Code 


Code 


0.00 g 
753.0 g 

1804.0 g V(^^ 
0.00 g 

6 

0.00 g 
768.8. S^QA^ § 

0.00 g 

0.08 g 
1772.8 g v u ^ ^ 



111 


Wit?) 


CD 
© 

•« 0"> 

to 

1° 

o> 

\D 

© <1» 

CM O 
^ O 


CO nr. 


© 

© CJ 


.© 


m 
r- 


p"i cr. jr-ri 


© 

© 


CD 


cn 


CO 


11 


FOURNJER 1001741 
Highly Confidents, 

Subject to 
Protective Order 


5 r UjcXju/' 


LONGUEUR D ONDE FIXE 290 NM 2MM LF178TER LOT C0197 LSNA 0.1M 90 TPM 


Lambda No. Valeur_E 


290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


KONTRON INSTRUMENTS UVIK0N 922 


06-12-1997 14:47 


1 0.0001 

2 -0.0048 


3 
4 
5 
6 
7 
8 


-0.0036 
-0.0036 
-0.0036 
-0.0038 
-0.0034 
-0.0039 


9 

10 
11 
12 
13 
14 


15 
16 
17 
18 
19 
20 


21 
22 
23 
24 
25 
26 


27 
28 
29 
30 
31 
32 


1 fW 

.1 UWcxAS&ia 
l 
1 

lOntvw 
1 
1 
1 
~1 

.i Ao (MM* 

i 
i 
i 

1.4150_1 
1.4074_1 
1.4308_1 
1.4126_1 
1.4171_1 
1.4395 1 
1 
_1 

_1 2£)(VKHX\ 

l 
l 
1 
1 
l 


1.3206 
1.2586 
1.2128 
1.3092 
1.2957 
1.3552 


1.4249 
1.4265 
1.4557' 
1.4267 
1.4310 
1.4444 


1.4270 
1.4242 
1.4575 
1.4213 
1.4301 
1.4399 


1 SOl^iA 

1 
1 
1 


Operateur 


FOURNIER 1001742 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MOHFR nPERATOIRFg 


m:\commun\glnqVtraitdon\distem5 
date edition: te 06/02/97 


OPERATEUR : 
DATE 
APPAREIL 
LONGUEUR D"ONDE 
CUVE en mm 


ROSSEUNC 
12/06/97 ' 
GAL091GAL233- 
290 nm ' 
2 mm 


TITRE: 
N° CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


PREPARATION PES rf^A^" ■ ^ 


masse de la prise d'essai] 
quantite de principe actif I 



;4~ 


re- 


loir CoiOQ ^ >t : CO<*< 


12 


86.97 17:99:22 
9.00 g (jou- , 

642.4 g<Ja A £^ 1 

0.00 g 

2644.7 g N^f 


0.00 g 
3287. 1 g 


8.00 g 
644.3 g<Ia^ 

0.80 g 
2810.8 g 

0.80 g 
3455.1 glWJ^ 


0.00 g 
644.2 g (fa\l, 

0.00 g 

2439.0 g Mfti^ 
0.00 g 

3833.1 g %Jy 


jooo ■ ■ r. 


12.06.97 t£&&- 17:22:52 
Code 1547 

0.00 g 
223.96 g ^OUL. 

0 .00 g 
227.68 g lk)f / 

0.00 g 


451.64 g 


FOURNIER 1001744 

Highly Confidential 
Subject to 
Protective Order 


13.06.97 

Code 


09:18:48 
1 


8.88 g 
767.0 g<$OA<L 
8.88 g 

1984.0 

8.08 g 
1771.0 
Code 2 
8.88 g 
763.8 <$0AJU 
8.88 g 
1884.8 g s 
8.80 g 


1772.8 g 


Code 3 
0.88 g 

8.88 g 
1804,8 
8.88 g 

Code 4 
8.00 g 
760.5 g ^QAfl^ 
8.88 g 
1084.8 g A/iif^ 
8.88 g 


S 


1764.5 g 


Code 


Code 


0.00 g 
760.8 g 
0.80 g 
1004.0 g 
8.88 g 
1764.9 g 

0.08 g 
753.0 g 
0.88 g 
1884.8 g^ 

8.88 g 
1757.8 g 


m 


mm" 


.11 


die 


••1 




f- 

— J vO 

■ "O 

to o 


rr. 
CO 
•» — i 


V* CTi m 


a-. 


G"* rn or, m 


CD 


a* 


ID 

r- 


It 


FOURNIER 1001745 

Highly Confidential 
Subject to 
Protective Order 


LONGUEUR D ONDE FIXE 290 NM 2MM LSNA 0.1M 90TPM LOT C0200 LF178TER / 


290.0 
290.0 


290.0 

290.0 

290.0 

290.0 

290.0 

2W1T 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


T 
10 
11 
12 
13 
14 


15 
16 
17 
18 
19 
20 


06-13-1997 11:33 


Lambda No. Valeur_E 


,0001_lWAiA 
,0033 l lSfla (ISttft 

,0038_1 
.0038_1 

.0042J. Ottms 
.0039 1 


0043_1 
8 0.0042_1 


3308_1 
2877_1 
2621_1 
3332_1 
1060_1 
,3109 1 


.4316_1 
. 3964_1 
.4154_1 
.4221_1 
.4225_1 
.4144 1 


1 kf 


21 1.4438_1 

22 1.4224_lo A - 

23 1.4315_1.20AtVW| 

24 1.4367_1 

25 1.4497.1 

26 1.4310 1 


290.0 27 1.4424J. 

290.0 28 1.4169_1_. 

290.0 29 1.4344_1 lOflwn 

290.0 30 1.4411_1 

290.0 31 1.4619J. 

290.0 32 1.4350_1 


KONTRON INSTRUMENTS UVIKON 922 


Operateur 


fit 


FOURN/ER 1001746 

"'SWyCdnflcent/a, 

Subject to 
.Protective Order 


044 


DISSOLUTION 


CONOmONS ET MODES OPERATOIRFR 


OPERATEUR 
DATE 
APPARBL 
LONGUEUR D'ONDE 
CUVE en mm 


ROSSEUN C 
13/06/97' 
GAL091GAL233' 
290 Dm ' 
20mm ' 


T1TRE: 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


m:\corrtmun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LF178TER comprimes lot C0200 - 0,1 M 90 tpm ' 
Lf178ter dissolution n°2 page 041 / 

m:\commun\glnq\donnbase\lf178tef\dissolution\lot C0200 (L1M 90tn m 

LSNaO.IM^ 

90 TPM / - 


'^1 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse th&orique 

160 

/ 

en mg 

dosage theoriquC 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160.00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 7 


Temoin 100mg/l | 0,900 ~[ 


FOURNIER 1001747 

H '5%Con^entfa/ 
D f^jectto 
Protective Order 


SUIVI.DE LA DISSOLUTION 

volume preleve en ml 
volume en ml 


TEMPS 
0 


10 


15 

20 
30 


1000 


1000 
1000 
1000 


CELLULE 1 
0 


1.331 / 


1,432 / 
1,444 / 
1,442 / 


CELLULE 2 


1,288 


1,396 f 
1,422 / 
1,417 f 


CELLULE 3 


1,262 / 


1,415 / 
1,432 / 
1,434 / 


CELLULE 4 


1,333 / 


1,422 / 
1,437 / 
1,441 ^ 


CELLULES 


1.106 X 


1,423 / 
1,45 /*■ 
1,462 ✓ 


CELLULE 6 
0 


1.311 


1,414 S 
1,431 ' 
1,435 / 


RESOLTATS EN%DISSOIJS 


TEMPS 
0,0 


MOYENNE 


0,00 
88,32 


CELLULE 1 


CELLULE 2 


0 
89,44 


CELLULE 3 


0 

87,64 


CELLULE 4 


CELLULE 5 


0 
76.81 


CELLULE 6 ecarttype 


CV 


15.0 
20,0 


98,84 
100.66 
101,33 


92,43 
99,91 


97,39 
99,68 


92.57 


98,70 
100,37 


0 

91,04 


99,21 


98,65 
100,32 


5.94 
0,84 
0,68 


6,73 
0,85 


101,24 
101.60 


100,75 


101,57 
102,91 


30,0 
0,0 


99,83 


101.01 


101,53 


0,68 
0,99 


0,0 
0,0 
0,0 


0,0 
0,0 


0,0 
0,0 


BESULTATS EN QUANTITE PISSOUTE 



% dissous 



10 15 
temps 


— I— 
20 


— i — 
25 


— I 
30 


quantite dissoute 



20 


25 


30 


-V31 


0U- 


Code 


9.08 g 
675.9 sTaAi 

9.00 g 
1904.0 g / 

0.00 g 
1679. 9 g (W^ 

: JlC 


13.86.97 lo!20!u 
Code JMT0208 

0.9 rag 

714.2 mg 


LONGUEUR D ONDE FIXE 290 NM -2MM LSNA 0.1M 90TPM LOT C0200 LF178TER AVEC 


06-13-1997 11:42 


XONTRON INSTRUMENTS UVIKON 922 


Lambda 

No. 

Valeur_E 

290.0 

1 

0.0004 1 hk/Au. 

290.0 

2 

0.0035 HSMx/L&Wci 

290.0 

3 

0.0041 10«w<v 

290.0 

4 

1.3458 1 >to fuwirv 

290.0 

5 

1.4177 1 ASmim 

290.0 

6 

1.4188 1 io/ttWK 

290.0 

7 

1.4137_130/mbh 

922 


Operateur 


LONGUEUR D ONDE FIXE 290 NM 2MM LSNA 0.1M 90TPM LOT C0200 LF178TER SANS 


Lambda 

No. 

290.0 

1 

290.0 

2 

290.0 

3 

290.0 

4 

290.0 

5 

290.0 

6 

290.0 

7 


ft. 


KONTRON INSTRUMENTS UVIKON 922 


06-13-1997 11:47 

Valeur_E 

0.0000_1 ftrt/ftft 
0.0038_ltSWQ.Il^M(x 
0.0045_1 Otfwm 
1.3808 J. iDtfWn 
1.4344J. yf5mwm 
1.4348_1 iorOVm 
1.4343_l < bOr(hto\ 


FOURNIER 1001748 

H '3WyConf/dent/ a / 

Subject to 
Protective Order 


Operateur .. 




M 

Mo 

! ^ 

\ ^ 

} yfh 


I hot /ft 


78 


Diasp^koH . Ur QO-iyss/o^f.. Jttkq. us^cl o,c$/\ jtem 

, 0 *> - 

■♦ " l^aOpSfl . 7-5 Tpf) 

QxVddcckoK lxA-a&#&- u^cJLO^n. i^rPn 

dtfsUuk^ h^&*s<*>? Ir'bMocQs/y) ^^/&dtP/\ 


A 


FOURNIER 1001884 


Highly Confidential 

Subject to 
Protective Order 


?AOt I OATt 


low 

0551 


1U* 


«*«- pS«Wt tX-ii?/ LpM Sco. a^&i^ o^l 

?.863> .Oeste, _ \ 0 V Co J<& . 0,/H JSQ-fptfT-! : f i 
^• 3 ^ to < $Adt(M , JoVeo£oo_ biH _ 90TPH ""fl 

1-06.3} kfe^lruM , J^-i^L o.AH _ Sotph' 

OSS [AX.^ iX^Utn . JoWM ... {> ,0-SH ^.fPH 


■d 5 O 
3 S c: 

< © o rn 

© O D jr? 

O II 

£j* ■ — 

=- CD 
CO 
US 


Wty 


OissoU^ - job £^5/0/L ^yflf ^ , ^orp.H. 


<= iv-tre Patrick NOURISSAT. notaire associe 
I , - -^V" Professionnelle " Patrick NOURISSAT. Didier 
NCUfiiSSAT* Hugues MiSSEREY • ***e «n» office NoMrf 
dont le siege est a OUON. 25 rue Button. 

CERTIFIE ET ATTESTE avoir proced* ce Jour A* 
cloture du present registre '^"f* J^,^ 
. avoir cote e, parapne en ^ ^^IJ 
renregistrement des formulations * -^^J^ 
to Laboratoires FOURNIER. centre de Btogalerfque. 
42 rue de Longvic a Chen6ve. 

FAIT POUR SERVTR ET VALDIR CE QUE DE DROIT 
ADDON 

L'an DEUX MUE -<, 
IE ^ tJ '^' 



F °URN/ER ,00188s 


V/ \J 


.CONDITIONS F T MODES OPFRA Tmqrc 


OPERATEUR 
DATE 
. APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSELIN C 
13/06/97 
GAL091GAL233 
290 nm 
20mm 


PREPARATION PES FCMA^u , ^ 


n>:\conimun\glnq\traitdon\distem5 
date edition: le 06/02/97 


N^AHIER- ^of^^"^ 5 ^ 00 ^" 0 -^^^ 
CAH IER. Ul78terdissolutk>nn*2|>age045 

AGITATION: 90 TPM AVEC FILTRATION 


avec filtre : 


masse thgorique 

160 

dosage theoriquc 

160 


masse de la prise d'essai 
quantity de principe actif 



SUIVI DE LA DISSOLUTI ON 

volume preleve en ml 


Teraoin 100mg7l |_ 0,900 [ 


TEMPS 


0 
10 


20 
30 


volume en ml 


1000 


1000 


1000 


1000 


TEMPS 


. 0,0 
10,0 


15,0 
20,0 


30,0 


0,0 
0,0 


_0,0 
0.0 


_0,0 
0,0 


__0,0 
0,0 


MOYENNE 


0,00 


93,47 


99.41 


100,46 


101,10 


10 


CELLULE 1 


1,346 


1,418 


1,419 


1,414 


CELLULE 1 


93,47 


100,46 


101,10 


m 



FOURNIER 1001749 

H ''9hly Confidential 

Subject to 
Protective Order 

:/o,o);.Q 


mm 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:V»mmun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D*ONDE 
CUVE en mm: 


ROSSEUN C 
13/06797 
GAL091GAL233 
290 nm 
20mm 


TTTRE : LF1 78TER comprimes lot C0200 - 0, 1 M 90 tpm 

N° CAHIER : Lf178ter dissolution n°2 page 045 j 

FICHIER : m:\commun\glnq\donnbaseVf1 78tertdissolution\tot C0200 0. 1 M 90tpm sans ftftre ! 

ELUANT: LSNaO.IM 

AGITATION : 90 TPM AVEC RLTRATION 


PREPARATION PES ECHAMTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

160 

en mg 

dosage theorique 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 






160,00 

0,00 

0,00 

0,00 

0,00 

0,00 


Temoin 100mg/t f~"~ 0.900 | 


SUtVI PE LA DISSOLUTION 


volume preieve en ml 

10 

TEMPS 

volume en ml 

CELLULE 1 

0 

0 

0 

10 

1000 

1,381 

15 

1000 

1,434 

20 

1000 

1,435 

30 

1000 

1,434 


























RESULTATS EN % DISSO 

US 

TEMPS 

MOYENNE 

CELLULE 1 

0,0 

0,00 

0 

10,0 

95,90 

95,90 

15,0 

100,54 

100,54 

20,0 

101,61 

101,61 

30,0 

102,53 

102,53 

0,0 



0,0 



0,0 



0,0 



0,0 



0,0 



0,0 



0,0 



RESULTATS EN QUANTITE DISSOUTE 

TEMPS 

MOYENNE 

CFI I.ULE 1 

0,0 

0 

0 

10,0 

153,44 

153,44 

15,0 

160,87 

160,87 

! 20,0 

162,57 

162.57 

30,0 

164,06 

__ 164,06 


\)0ou> W*3f S&k CLouk , r v? < JWk adapts 
j %uqas jmjettte. um Sil^bi HMh tytSjU 


* j h) Op ' 0 * 

At J/cl JolcUmc- 


01 to 


FOURNIER 1001750 

Highly Confidential 
Subject to 
Protective Order 


a 


ci 


•HI 


17.06.97 1^^18:48:22 
0.00 g O 1 ^ 

642.4 g<50AjSL 

0.90 g 
2671.8 gft)cV 

0.00 g 
3313.4 g 

0.00 g 
645.0 g<tOA^ 

0.00 g 
2684.7 gto^K 

0.00 g 
3329.3 g fetJ/ 


0.00 g 

644.8 3 <&UdL 
0.00 g 
2420.6 g^ 

0.00 g 
3065.4 g tlMtl/ 


0.00 g 
644.7 3<$C1AJL 

0.00 g 
3033.8 g 

0*00 g 
3683.5 


i 614,0 , 
-I £Wo,£ <^ 


/ 


0.00 g 
644.5 g<Ja\£, 
9.00 g 
2582.5 g (K 
0.00 g 


3226.9 g 


7/ 

17. 96. 97 (,5^ 11:14:4 
Code fy£ 1.547 

0.00 g 
143.24 g<3a^ 

0.00 g 
386.39 gftJcJk / 

0.00 g 


529.61 g 


.4 .diTtm, 0,1 R ; : ^-^^^^Oh F0URN|ER 10M ! 4 

^ Hinhlv fVinfirtantinl 


Highly Confidential 
Subject to 
Protective Order 


17.06.97 

Code 


13:&3:©9 
1 


0.89 9 
760-3 g <V0U\JL 

0.00 g 
1604.0 g 

0.00 g 
1^64.3 g 

Code 2 
8.00 g 
767.0 
0.00 g 

1004.0 

0.00 g 
1771.0 g 


Code 


3 .00 g 


/ 


760.5 g<S&/UL 

0.00 g 
1094.0 g 
0.00 g 
1764.5 g ^yyiX/W 
Code 4 
0.00 g 
753.0 g 
0.00 g 

1004.8 g /^feV 
0.00 g 

1757.9 q 


Code 


Code 


768.3 g^^CU^ 
0.08 g 

1004.0 q 

9.00 g 
1772.8 g ifWJ^ 

6 

0.00 g 
698.8 g ^OlA^ 
9.00 g 

1004.0 

0,00 g 
1702.8 g 


T CU 

in 


r » 


(7-. 

in 


Vis io.a^<:C{¥ 


LO 


S 
CO 

in 
tn 


s 


CD 


cn cr« or* o~» 


\0 

id 


to 
to 


rn 


in 


FOURNIER 1001752 
Highly Confidential 
Subject to 
Protective Order 


050 


ft 


'5. 


■mm 


LONGUEUR D ONDE FIXE 290 NM 2 MM LF178TER LOT. 158 LSNA 0.1M 90TPM 


Lambda No. Valeur E 


290.0 

290.0 

7WT 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


KONTRON INSTRUMENTS UVIKON 922 


06-17-1997 16:1^1 


1 -0.0004 

2 0.0038 


9 
10 
11 
12 
13 
14 


0.0040 
0.0038 
0.0046 
0.0037 
0.0034' 
0.0035 


15 
16 
17 
18 
19 
_2£L 


0.8628 
0.8819' 
0.8714' 
0.8848 
0.8811" 
0.9027' 


1 
1 

1 Otftvjm 
~1 
1 
1 
1 
1 

l 
l 
l 


290.0 21 

290.0 22 

290.0 23 

290.0 24 

290.0 25 

290.0 26 

290.0 27 

290.0 28 

290.0 29 

290.0 30 

290.0 31 

290.0 32 


0.8995 
0.9201 
0.8998 
0.9025 
0,9105 
0-9427 


1 


- 1 lCr^ ■ 
11 AS Ortum 


0.9091 
0.9291 
0.8763 
0.8812 
0.8873 
0.9513 


1 


0.9176 
0.9331' 
0.9109" 
0.9149" 
0.9216" 
0.9565' 


Li *0iww\ 

l 
l 
j 
.1 

"l&OfTMM 
1 
1 
1 


Operateur 


tm 


m 


y 


y 


y 


y 


FOURNIER 1001753 

Highly Confidential 
Subject to 
Protective Order 



DISSOLUTION 


CONDITIONS ET MODES OPERATOR S 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm; 


ROSSEUN C 
17/06/97/ 
GAL091 GAL233 ✓ 
290 nm 
2 mm 


m:\comnwn\glnq\traitdon\distem5 
date edition: te 06/02/97 


TITRE : LF178TER comprimes lot 1 58 - 0, 1 M 90 tpm 

N° CAHI ER : Lf 1 78ter dissolution n*2 page048 ✓ 

FICHIER : nr\cx)mmun\glnqMM78tet\dissolution\Jot PK 158 0,1M 90 tpm • 

ELUANT: LSNa0,1M/ 

AGITATION: 90 TPM / 


PREPARATION PES ECHANTILLONS 


masse theorique 

100 

dosage theoriqut 

100 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

quantite de principe actif 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 


Temoin IQOmg/l l 0,900 


FOURNIER 1001754 

Highly Confidential 

Subject to 
Protective Order 


volume preleve en ml 

5 


• TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

O 

0 

0 

10 

1000 

0,863 / 

0,882 / 

0,871 / 

0,885 / 

0,881 / 

0,903 ✓* 

15 

1000 

0,9 /* 

0,92 / 

0,9 ./ 

0,903 / 

0,911 / 

0,943 y 

20 

1000 

0,909 ^ 

0,929 S 

0,876 / 

0,881 / 

0,887 ✓ 

0,951 ✓ 

30 

1000 

0,918 X 

0,933 /■ 

0,911 / 

0,915 ✓ 

0,922 S 

0,957 X 


































































TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

cv 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

97,87 

95,89 

98,00 

96.78 

98.33 

97,89 

100.33 

1,51 

1,54 

15,0 

101,92 

100,48 

102,71 

100,48 

100,83 

101.71 

105,28 

1,86 

1,82 

20,0 

101,61 

101,98 

104,22 

98,32 

98,88 

99.55 

106,69 

3,33 

3.27 

30,0 

104,39 

103,48 

105,18 

102,69 

103,15 

103,93 

107,89 

1,91 

1,83 

0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 
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BESULTATS EN QUANTITE DISSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


CELLULE 6 


ecart type 


CV 


0,0 


10,0 


97,87 


95,89 


98,00 


96,78 


98,33 


97.89 


100,33 


1.51 


1,64 


15,0 


101,92 


100,48 


102,71 


100,48 


100,83 


101.71 


105,28 


1.86 


20,0 


101,61 


101,! 


104,22 


98,32 


99,55 


106,69 


3.33 


3,2? 


30,0 


104,39 


103,48 


105,18 


102,69 


103,15 


103,93 


107,89 


1.91 


0,0 


0,0 


0,0 


0,0 


0,0 


0,0 


0,0 


0,0 


% dissous 



20 


25 


30 


temps 


quantite dissoute 



15 
temps 


25 


— I 
30 





Code i 
0.00 g 
763.3 S^OAj^ 
0.00 g 
1884.0 g 
0.00 g 
^2.8 gfj^ 
Code 2 
8.80 g 
753.0 g^jL 
0.00 g 
1004;0 ;g ftj^ ^ 
0.00 g 

1757.0 g &AaJ^ 


Code 

0.00 g 

767.0 g^CU^ 
0.00 g 
1004.0 g JjJ^ 
0.00 g 

Code 4 
0.00 g 

0.00 g 
1004.0 g / 
0.00 g 

1764 ' 9 .9 1WV 


Code 


0.00 g 

0.00 g 
1Q04.0 g X 
0.00 g 


Code 


3 J^te/jod;. <KWiu£o 


ft 


0.00 g 
? 60.5 g "tOAt- 
0.00 g ' 
1004.0 g 
- 8.08 g 
1764.5 g ^MjJr 



J .06.51- <T ;i 


, f ; 


FOURNIER 1001755 
Highly Confidential 
Subject to 
Protective Order 
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LONGUEUR D ONDE FIXE 290NM 2 MM LF178TER LOT 234 LSNA 0.1M 90TPM , 


Lambda No. Val.eur_E 

290.0 1 0.0001_1 (Wftvi 

290 . 0 2 -0.0033J . UWu. IV&^ 

29TJ7D 3 -0.1)046_1 

290.0 4 0.0012_1 A 

290.0 5 -0.0012_lO (WWV\ 

290.0 6 0.0014J. 

290.0 7 -0.0015_1 

290.0 8 -0. 0015 1 


06-18-1997 11:23 


29"0~ 
290.0 
290.0 
290.0 
290.0 
290.0 


T 
10 
11 
12 
13 
14 


7767_1 
8145_1 
7870_1 
7982_1 
8043_1 
8068 1 


2~9"0 15- 0.8602J. 

290.0 16 0.8942_1 , r ^ - 

290.0 17 0.8933_lA\AHVm 

290.0 18 0.8875_1 

290.0 19 0.8729_1 

290.0 20 0.9025,1 

290 21 0.8858_1 

290.0 22 0.9157_1. - 

290.0 23 0.9200_lc#)Kt\WY\ 

290.0 24 0.9001_1 

290.0 25 0.8965_1 

290.0 2 6 0.9338 1 


290.0 27 0 

290.0 28 0 

290.0 29 0 

290.0 30 0 

290.0 31 0 

290.0 32 0 


CONTRON INSTRUMENTS UVIKON 922 


.9042_1 
.9371_1 

.9317.1 hOmr\ 
.9163_1 
.9116_1 
.9453_1 


Operateur 


FOURNIER 1001756 
Highly Confidential 
Subject to 
Protective Order 


05£ 


DISSOLUTION 


CONDITION S ET MODES OPERATOIRES 


m:\commun\glnq\traitdon\distem5 
date Edition; le 06/02797 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSEL1N C 
18/06/97-- 
GAL091 GAL233 ^ 
290 nm ' 

2-mm 


TITRE : LF178TER comprimes PK lol 234 - 0.1 M 90tpm 

N° CAHIER : U1 78TER dissolution n°2 page 052 - 

FICHIER : m:\commun\gtnq\lf 1 78tertdissolution\lot PK 234 0 1 M 90tpm - 

ELUANT: LSNaO.IM ' 

AGITATION: 90TPM ' 


PREPARATION PES ECHANTILLONS 



masse theorique 

100 

f 





dosage theoriquc 

100 

en mg 











CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

100.00 

100.00 

100,00 

100,00 

100,00 

100,00 

quantite de principe actif 

100,00 

100,00 

100,00 

100.00 

100,00 

100.00 


Temoin 100mg/l | 0,900 ~| 


FOURNIER 1001757 

Highly Confidential 

Subject to 
Protective Order 


SUfVI DE LA DISSOLUTION 


voli 

tme pr&eve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

0,777 S 

0,815 S 

0,787 / 

0.798 ' 

0.804 / 

0,807 / 

15 

1000 

0,86 / 

0.894 / 

0,893 / 

0,888 / 

0,873 ' 

0,903 / 

20 

1000 

0,886 / 

0.916 / 

0,92 S 

0,9 / 

0,897 / 

0,934 / 

30 

1000 

0,904 f 

0,937 / 

0,932 ✓ 

0.916 / 

0,912 ' 

0,945 f 


























































1 







RESULTATS EN 


TEMPS 

MOYENNE 

CELLULE 1 

CF1I.LR.E2 

CELLULE 3 

CELLULE 4 

OR LULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 
15,0 

88,67 
98.80 

86,33 
95.99 

90,56 
99.79 

87,44 

88,67 

89,33 

89,67 

1,55 

1.74 

20,0 

101,92 

99,35 

102.73 

99,66 
103,16 

99.11 
100,94 

97,45 
100,60 

100,78 
104,73 

1,76 
1.97 

1,78 
1,93 

30,0 

104,14 

101,85 

105,57 

105,00 

103,21 

102,76 

106,47 

1,80 

1,73 

0,0 










0,0 










0,0 










0.0 










0,0 










0.0 










,0,0 










0,0 










RESULTATS ENGUANTTT 

E DISSOUTE 





TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CFLLULE 5 

OR LULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



10,0 

88,67 

86,33 

90,56 

87,44 

88,67 

89,33 

89,67 

1,55 

1.74 

15,0 

98,80 

95,99 

99,79 

99,66 

99,11 

97,45 

100.78 

1,76 

1,78 

20,0 J 

101,92 

99,35 

102,73 

103.16 

100,94 

100,60 

104,73 

1,97 

1,93 

30.0 
0,0 

104,14 

101.85 

105,57 

105,00 

103,21 

102,76 

106,47 

1,80 

1,73 

0,0 










0,0 










0,0 
0.0 
0,0 
0,0 
0,0 












■A 


18. 06. 97 EOw. \Mfl$fll 1 ! 56: 55 
0.88 g 

8.09 g 

642.4 qNJtVi*~ 

£dd S a < 5(VA0 
O c t t r.J y N VAX,, 

0.88 g 

0.80 g 

2852.9 g 

2742. d g l\PUT 

0.08 g 

9.00 g 

3495.3 g ©lU/ 

3387.0 g &AuV" 

8.88 g 

* 8.00 g 

644.4 g ^tov?^ 

644.3 g^O^CL 

0.88 g 

0.08 g 

2946.5 g 

2885.8 g \\&^ 

0.88 g 
3590.9 q 

0.09 g 
3530.1 g foMlY 


•Total <k x.mhl ^uxi|xsi 


I- 2 885" % 


M 360,5 


0.88 g 
644.4 g <T(M^ 

8.00 g 
2932.8 g {^1/ 
0.88 g 


iooo / 


3577.2 9 


18.06.97 LMVa 12:29=58 
Code ^/u ^ 547 

0.60 g 
143.23 g 

0.80 g 
2©7.09 g / 

0.00 g 
350.32 g 


FOURNIER 1001758 

Highly Confidential 

Subject to 
Protective Order 


UOU uoae 


0.08 g 
0.60 g 

1002.8 g f^tJK / 

0-00 g 
1762.5 g <£>aJ/ 
Code 2 
0.00 g 

0.00 g 

1002.0 q 

0.00 g 


1755.8 g^xuV 


Pic 


Code 3 
0.00 g 
760.9 3%AJC 
0.00 g 
1802.0 g (Vfe/i/^ / 

0.00 g 
1762.9 g 
Code 4 
0.00 g 
763.3 q \cuji^ 
0.80 g 

1002.0 gfy^/ 

0.00 g 


"• Be 9 IN 
767,8 9,5fl *iB 

0.00 g ■ 
1002.0 s^Jil^ 

0.00 g 
1769.0 g 

Code . 

0.00 g 
693.3 g iOi$§l 

0.00 g 
1002.0 g UcPl 

9.00 g 
1780.3 g 


HjS}" 



4. 


- T? 

Oj O 


m 


CTi 


in 


g> CTi CTi CTi 


CO 

in 
in 


C5 


g"< Cn cr» 


in 
in 


© © 

in 
in 


CTi 


in 

R 


.J.. 



CX 2-^0 C^^V\ _ FOURNIER 1001759 ' 


Highly Confidential 

Subject to / fH^ol^K 

|..?.v..' '•->"- -r ■ ■ 


Protective Order 


LONGUEUR D ONDE FIXE 290NM 2 MM LF178TER LOT 234 LSNA 0.05M 120TPM / 


!|v- t 

— L.. 


fori 

Ml 


Lambda No. Va1eur_E 


290.0 
290.0 


29TJX 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


29070" 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


06-18-1997 16:40 


1 -0.0001 

2 -0.0023 


290.0 

3 

-0.0037 1 

290.0 

4 

-0.0038 1 

290.0 

5 

-0.0046 

290.0 

6 

-0.0045 1 

290.0 

7 

-0.0042 1 

290.0 

8 

-0.0047 1 


T 
10 
11 
12 
13 
14 


15 
16 
17 
18 
19 
20 


21 
22 
23 
24 
25 
26 
TT 
28 
29 
30 
31 
32 


33 
34 
35 
36 
37 
38 


19" 
40 
41 
42 
43 
44 


45 
46 
47 
48 
49 
50 


0.7357 
0.7461 
0.7449 
0.7617 
0.7690 


.1 

"l /OtfVWVN 

"1 
1 
1 


0.8201 
0.8139 
0.8487 
0.8055 
0.8316 
0.8336 


0.8621 

0.8461 

0.8850 

0.8344 

0.8633. 

0.8692 


0.8910 
0.8757 
0.9218 
0.8550 
0.8866 
0.8967 


0.9037 

0.8891 

0.9247 

0.8728. 

0.8961. 

0.9039 


0.9022 
0.8920 
0.9263 
0.8732 
0.8991 
0.9070. 


0.9061 
0.8939 
0.9262 
0.8747 
0.8958 
0.9053 


i 
i 
i 
I 

lGOfWA/VW 

1 
1 
1 
1 

1 , 

l 
l 
1 


FOURNIER 1001760 

Highly Confidential 
Subject to 
Protective Order 


Up I' 


mi 


:KONTR0N INSTRUMENTS UVIK0N 922 


Operateur 


058 


DISSOLUTION 


m:\commun\glnq\tra itdon\distem5 
date edition: le 06/02/97 


CONDITIONS FT MOPES OPERATOIRES 

OPERATEUR: ROSSEUNC 
DATE: 18/06/97' 
APPAREIL : GAL091 GAL233 y 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2 mm / 


PREPARATIO N PES ECHAtfTILLONS 


TITRE : LF178TER comprimes PK tot 234 - O.05M 1 20tpm 

N° CAHIER : U178TER dissolution n°2 page055 ✓ 

F1CHIER : m:\commun\glnq\H 1 78ter\dissolution\lot PK 234 0.05M 1 20tpm 

ELUANT : LSNa 0.05M ' 

AGITATION: 120 TPM , 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

100 

en mg 

dosage theorique 

100 




CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

100,00 

100,00 

100,00 

100,00 

100.00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 

100,00 


FOURNIER 1001761 

. Highly Confidential 
Subject to 
Protective Order 



Temoin 100mQ/l l 0.900 I 


volume preleve en ml 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

0,753 / 

0,736 ' 

0,746 / 

0,745 / 

0,762 / 

0,769 / 

15 

1000 

0,82 / 

0,814 / 

0;849 / 

0,806 / 

0,832 ✓ 

0,834 y 

20 

1000 

0,862 f 

0,846 ✓ 

0,885 / 

0,834 x 

0,863 / 

0,869 / 

30 

1000 

0,891 f 

0,876 ^ 

^0,922 r 

0,855 / 

0,887 S 

0,897 ^ 

40 

1000 

0,904 ' 

0,889 ' 

"0,925 

0.873 / 

0,896 / 

0,904 ✓ 

50 

1000 

0,902 / 

0,892 / 

0.926 / 

0,873 / 

0,899 / 

0,907 S 

60 

1000 

0.906 / 

0,894 ~S 

0,926 S 

0,875 / 

0,896 / 

0,905 S 


































RFRIILTATS EN % PISSQUS 


MQYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULES 


CELLULE 6 


ecarttype 


CV 


0,0 
10,0 


0,00 


0 
82,78 


0 

84,67 


0 

85,44 


83,54 


83,67 


81,78 


82,89 


1,34 
1,73 


1,61 
1,88 


15,0 
20,0 


92,18 


91,53 


90.85 


94,75 


89,97 
93,53 


92,87 
96,77 


93,09 
97,45 


96,41 


96,65 


94,86 


99,22 


1,99 
2,49 


2,07, 
2,49 . 
1.93 


30,0 


40,0 
50,0 


100,02 
101,68 


100,35 


98,66 


103.82 


96.33 


99,92 


101,04 


102,29 


100,60 


104,67 


98,80 


101,41 
102,24 


102,32 
103,15 


1,96 
1,98 


102,33 


60,0 
0,0 
0,0 


102,88 


102,57 
103.52 


101,42 


105,29 


99.29 


102,14 


105,81 


99.99 


102,41 


103,43 


1,86 


0.0 


0,0 



M Co feu _ JGQmoy 


18.86.97 13:04:27 0 

Code EculfWW 


1 

0.00 9 

767.0 g^OtAJL- 

0.00 3 

1002.0 9/|\ltV ' 

0.00 g 
1769.0 g ^UaI/ 

Code 2 

0.00 g 

763.8 

0.00 3 

1002.0 g 

0.80 g 
1770.3 g 


Code 3 
0.80 g 
760.3 g'^OlAJL 
i-O.Ol g ftl 

0.00 q 

1002.8 g 


1762.3 g 


Code 


Ho 


0.86 g 
753.0 9<ftUC 

0.30 g 
1902.8 g (V]^ 

0.00 g 
1755.8 g^M/U^ 


Code 5 
0.80 g 
760.5 gN^JUL 

8.00 g 
1092.0 g Ntl/" / 

0.08 g 
1762.4 q 
Code 6 
0.08 g 
693.3 g < ^U£-_ 

0.08 g 
1002.0 g 
0.00 g 
1780.8 g 


ft; 


059 


1p> J0„Q},C(1 


FOURNIER 1001762 

Highly Confidential 
Subject to 
Protective Order 
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cn 
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sD 

CO 
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cr. 

£ 


cr" 

CD 


CD 


LONGUEUR D ONDE FIXE 290NM 2MM LF178TER LOT C0194 LSNA 0.05M 120TPM 


290.0 34 


290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 


35 
36 
37 
38 


1.4309.1 
1. 4474.1 UOmvvYi 
1.4290.1 
1,4377_1 
1.436 1 1 


290.0 45" 

290.0 46 

290.0 47 

290.0 48 

290.0 49 

290.0 50 


39 1.4337.1 

40 1.4229_1 

41 1.4489.1 bOKrw 

42 1.4210 J 

43 1.4280_1 
_44 1.4347 1 


UVIKON 922 


1.4257_1 
1.4200.1 

1.4452.1 Gomvm 
1.4156.1 
1.4251.1 
1.4338.1 


Operateur 


Lambda. No. Valeur E 


290.0 
290.0 

mnr 

290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0. 
290.0 
2WT 
290.0 
290.0 
290.0 
290.0 
290.0 


06-19,1997 


1 0. 0000.1 A\h/fU 

2 - 0-0006 1 L*Mn /l^ 


3 -0.0006.1 

4 -0.0004.1 

5 -o. ooo8_i Omwm 

6 -0.0006.1 

7 -0.0003.1 

8 -0.0000 l 


. 9 1.2382.1 

10 1.2334.1 

n ; : f 4 339:j^ 

13 1.2521.1 

14 1.2148 1 


15 1.3745.1 

16. 1.3662.1 

17 1.3838_l^/Wv 

18 1.3668.1 

19 1.3715.1 
20 1.3648 1 

290 21 1.4147 1 

290.0 22 1.4066~1„ . 

290.0 23 1.420ri.2OmwY) 

290.0 24 1.4023~1 

290.0 25 1.4167~1 

290.0 26 1 4in"i 

290.0 27 1.4352 1 

290.0 28 1.4280Z1 

290.0 29 1.4474 l3^rttvm 

290.0 30 1.4297~1 

290.0. 31 1.4357"1 

29JLP___32 1.4392"! 


FOURNIER 1001763 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\gInq\traitdon\distem5 
date edition: le 06/02/97 


oei 


OPERATEUR 
. DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSEUN C 
19/06/97^ 
GAL091GAL233 ' 
290 nm ' 
2 mm ' 


TTTRE : LF1 78TER comprimes lot C01 94 - 0.05M 120tpm 

N° CAHIER : L1 1 78ter dissolution n*2 page 059 / 

FICH1ER : m:\commun\glnq\if 1 7Btei\dissolution\lot C0 1 94 0.05M 1 20tpm 

ELUANT : LSNa 0,05M / 

AGITATION: 120 TPM < 


PREPARATION PES ECHANTJLLONS 


masse theorique 

160 

dosage theorique 

160 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantite de principe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


FOURNIER 1001764 

Highly Confidential 

Subject to 
Protective Order 


Temoin 100mg/l | 0,900 I 


j volume preleve en ml 

5 



TEMPS 

volume en mi 

CELLULE 1 

CELLULE 2 

CELLULES 

CELLULE 4 

CELLULE 5 

CELLULE 6 


1 0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1,238 / 

1,233 / 

1,234 S 

1,244 S 

1.252 / 

1.215 V 


15 

1000 

1,375 / 

1,366 / 

1,384 S 

1,367 /* 

1,372 / 

1,365 X 


20 

1000 

1,415 S 

1,407 y 

1,42 s 

1,402 S 

1,417 ✓ 

1.411 ' 

30 

1000 

t.435 y 

1,428 / 

1,447 ' 

1,43 S 

1,436 ✓ 

1.439 V 


40 

1000 

1.445 ✓ 

1,431 ' 

1,447 s 

1,429 /■ 

1,438/ 

1,436 > 


50 

1000 

1,434 S 

1,423 S 

1,449 S 

1.421 / 

1.428 / 

1,435 s 

60 

1000 

1,426 S. 

1.42 / 

1.445 / 

1,416 S 

1,425 / 

1.434 / 









































RESULTATS EN%DISSOUS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

85,83 

85,97 

85,63 

85,69 

86,39 

86,94 

84,38 

0,87 

1,01 

15,0 

95,67 

95,92 

95.29 

96,54 

95,36 

95,71 

95.21 

0,50 

0,53 

20,0 

98,96 

99,17 

98,61 

99,52 

98,27 

99,31 

98,88 

0,47 

0,47 

30,0 

101,11 

101,05 

100,56 

101,89 

100,70 

101,13 

101,32 

0,47 

0,47 

40,0 

101,73 

102,24 

101,26 

102.39 

101,13 

101,76 

101,61 

0,51 

0,50 

50,0 

101,81 

101,98 

101,20 

103.03 

101,07 

101,57 

102,04 

0,71 

0.70 

60,0 

102,03 

101,92 

101,49 

103,26 

101,21 

101,86 

102,47 

0,73 

0,72 

0,0 










0,0 










0,0 










0,0 










0,0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10.0 

137,33 

137,56 

137,00 

137,11 

138,22 

139,11 

135,00 

1,39 

1,01 

15,0 

153,08 

153,47 

152,46 

154,46 

152,58 

153,14 

152,34 

0,81 

0,53 

20,0 

158,34 

158,67 

157,78 

159,23 

157,23 

158,90 

158,21 

0,75 

0,47 

30,0 

161,77 

161,68 

160,89 

163,02 

161.12 

161,80 

162,11 

0,76 

0.47 

40,0 

162,77 

163,59 

162,02 

163,83 

161,80 

162,82 

162,57 

0,82 

0,50 

50,0 

162,90 

163,17 

161.93 

164,85 

161,71 

162.51 

163,26 

1,14 

0,70 

60,0 

163,25 

163,08 

162,38 

165,21 

161,94 

162,97 

163,95 

1,18 

0,72 

0,0 










0,0 










0,0 










0,0 










0,0 











% dissous 



30 
temps 


40 


50 


60 


quantite dissoute 



20 


30 
temps 


40 


60 


062 



Code 1 

• 

~7 

Code 5 

0.0Q g 

768.8 3 ^0^ 

0.00 

767.8 

3 

8.88 g 
760.5 g<J(X/UL 

0.00 g 

1002.0 g Nw^' 

8.00 

1002.8 

g 

0.00 g 
1082.0 g IVe^ 

8.09 g 

ft i y 

1770.8 g 

8.80 

1769.8 

3 

g YXMX 

0.80 g 
"62.5. g feuuV 

Code 2 

Code 

4 

Code 6 

0.00 g 
698.8 g^XCXA^. 

0.00 

753.8 

g 

0.00 g 
760.8 g < T(>\£- 

0.00 g 

1802.0 g 

0.00 

1082.0 

g 

gWtW 

0.00 g 
1802.8 g ft/eV 

0.60 g 
1700.8 g [^AM/V 

8,88 
1755.1 

g 

8.00 g 
1762.9 q IP>uJ^ 

2> . Cc^cUkc/WD di d)isA*kV) 



fl<^VW\ :/{2of^H flCytt.OC.g} ^ >3fc/sv. 
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FOURNIER 1001766 

Highly Confidential 

Subject to 
Protective Order 



LONGUEUR D ONDE FIXE 290NM 2MM LF178TER LOT C0197 LSNA 0.05M 120TPM 


Lambda No. ValeurE 


290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


25070" 

290.0 

290.0 

290.0 

290.0 

290.0 


290" 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


.06-19-1997 16 


1 0.0001 

2 0.0013 


3 
4 
5 
6 
7 
8 


9 
10 
11 
12 
13 
14 


15 
16 
17 
18 
19 
20 


21 
22 
23 
24 
25 
26 


27 
28 
29 
30 
31 
32 


33 
34 
35 
36 
37 
38 


39 
40 
41 
42 
43 
44 


45 
46 
47 
48 
49 
50 


0.0025 
0.0001 
-0.0001' 
-0.0000' 
0.0000 
0.0001" 


1.2406 
1.2518' 
1.2330" 
1.2653 
1.2610 
1.2660 


1.3794 
1.3712 
1.3900 
1.3756 
1.3965" 
1.3741 


1.4206 
1.3977 
1.4387 
1.4057 
1.4285 
1.4088 


1.4340 
1.4101 
1.4541 
1.4289" 
1.4489 
1.4219" 


1 
1 

1 . . 
l6?t»\ju* 

1 
1 
1 

1 

"lylomuM 

1 

1 

1 

1 

.lyi^mwvx 

1 
1 
I 
.1 

'loLOAmwA 

1 

1 

1 

1 

1 

l^OnxwK 


1.4300 
1.4103" 
1.4517" 
1.4198 
1.4344 
1.4144 


1.4296 
1.4097" 
1.4444 
1.4123" 
1.4406" 
1.4172" 


1.4132 

1.3931 

1.4415 

1.4062 

1.4051" 

1.4371" 


1 

i 

lllOwwh 

1 

1 

1 

x 

lSfryw/n 

1 

1 

1 

1 

1 

1 
1 
1 


■';;3 


H ' 9h 'ycoZ 00176 ? 

Ct,Ve O rder 


KONTRON INSTRUMENTS UVIKON 922 


Operateur 


OPERATEUR : 

ROSSELIN C 



TITRE: 

LF178TER comprimes tot C0197 - 0.05M 120tpm 

DATE . 

19/06/97 

/ 


IN Uflnlth . 

1 MTfltar Hie- coli rtion n°0 riant) flR9 ^ 

Li I /oier aissoiuiion n ^ pay" 

APPAREIL : 

GAL091GAL233 

/ 


FICHIER : 

m:\commun\glnq\IH78tendissotution\lot C0197 0.05M 120tpm 

LONGUEUR D'ONDE . 

290 nm 



ELUANT : 

LSNaO.OSM ' 

CUVE en mm 

2 mm 



AGITATION : 

120TPM / 

PREPARATION DES ECHANTILLONS 






masse theorique 

160 

r 

en mg 


dosage theorique 

160 


•f- 


DISSOLUTION 


m:Vxwnmun\glnq\traitdon\distem5 
date edition: le 06/02/97 


CONDITIONS ET MODES OPERATOIRES 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


FOURNIER 1001768 
Highly Confidential 
Subject to 
Protective Order 


Temoin IQOmg/l ] 0,900 | 


volume preleve en ml 

5 




TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

1,241 / 

1,252 ✓* 

1,233 S 

1.265 ^ 

1,261 ✓ 

1,266 ^ 

15 

1000 

1,379 / 

1,371 S 

1,39 / 

1,376 S 

1.397 y 

1,374 y 

20 

1000 

1,421 ^ 

1,398 / 

1,439 S 

1,406 / 

1,429 S 

1,409 / 

30 

1000 

1,434 S 

1,41 

1,454 / 

1,429 / 

1,449 y 

1,422 S 

40 

1000 

1,43 / 

1,41 < 

1,452 / 

1,42 r 

1,434 / 

1,414 * 

50 

1000 

1,43 / 

1,41 ✓ 

1,444 / 

1.412 ' 

1,441 / 

1,417 y 

60 

1000 

1.413 ✓ 

1,393 / 

1,442 ' 

1,406 ✓ 

1,405 / 

1,437 ' 









































RESULTATS EN % DISSO 

US 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10.0 

87.01 

86.18 

86,94 

85,63 

87,85 

87.57 

87,92 

0,94 

1,08 

15,0 

96,35 

96,19 

95.64 

96,96 

95,99 

97,45 

95,86 

0,70 

0,73 

20,0 

99,32 

99,59 

97,99 

100,84 

98,56 

100.16 

98,76 

1,07 

1,08 

30,0 

100,92 

100.99 

99,31 

102,38 

100,64 

102,04 

100,16 

1,15 

1,14 

40,0 

100.98 

101,21 

99,80 

102,75 

100,51 

101,51 

100,09 

1,08 

1,07 

50.0 

101,40 

101,70 

100,29 

102,70 

100,45 

102,49 

100,79 

1,04 

1,03 

60,0 

101,23 

101,02 

99,60 

103,06 

100,52 

100,49 

102,67 

1,35 

1,34 

0.0 










0,0 










0,0 










o.o 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

139,22 

137,89 

139,11 

137,00 

140,56 

140.11 

140,67 

1,51 

1,08 

15,0 

154,16 

153,91 

153,03 

155,13 

153,59 

155,92 

153,37 

1,13 

0,73 

20.0 

158,91 

159,34 

156,79 

161,35 

157.69 

160,25 

158.02 

1,71 

1,08 

30,0 

161.47 

161,58 

158,90 

163,81 

161,03 

163,27 

160,25 

1,85 

1,14 

40,0 

161,57 

161.93 

159,68 

164,40 

160,82 

162.41 

160,15 

1,73 

1,07 

50,0 

162,25 

162.73 

160,47 

164,32 

160,72 

163,98 

161.27 

1,67 

1,03 

60,0 

161,96 

161,63 

159,36 

164,90 

160,84 

160,78 

164,28 

2,17 

1,34 

0,0 










0,0 










0,0 










0,0 










0,0 













066 


Ml * 




19.06,97 17:91:54 
Code 1 

9.00 g 
698.8 S tfCk/VJL 

0.08 g 
1002.0 g 

0.00 g 
1700.8 
Code 2 

0.00 g 
768.8 3 ^(WL 

0.01 gP^ 

0.00 g 
1002.0 gt^/ 

0.00 g 

1770.8 g&^ 
PlC 


Code 3 
0.00 g 

767.0 g(T(XA$U 

0.00 g 
1O02.0 g WcV> 

0.00 g 
1769.0 g ?2AmV 
Code 4 

0.00 g 
753.8 g<JflAS_ 

0.00 g 
1002.0 g 

0.00 g 
1755.0 


Code 5 
0.00 g 

760.5 ^oa^ 

0.00 g 
1002.0 g 
0.00 g 

1762.5 g 
Code 6 
0.00 g 
760.8 g^tMjL- 
0.00 g 
1002.0 g NjJ^ 
0.90 g 


1762.3 g 


! 


FOURNIER 1001769 \-% 


Highly Confidential 
Subject to 
Protective Order 



i 


067 



n-i 


rr, CT- 


nr. 
CD 


ID 


<5> 


IT. 

r- 


to 


ID 


5_ VAqIWaslq _ 


290NM 2MM LF178TER LOT C0200 0.05M 120 TPMy 


06-20-1997 10:58 


Lambda No. Valeur_E 

290 0 1 0. 0001,1 fWfW 
290^0 2 -0.0023,1 U^MUsNo 


290.0 " 

3 

-0.003/ 1 

290.0 

4 

-0.0000 1 

290.0 

5 

-.0.0029 lOflW 

290.0 

6 

-0.0041 1 

290.0 

7 

-0.0013_1 

290.0 

8 

-0.0041 1 


290.0 

290.0 

290.0 

290.0 

290.0 

HOT 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
29.0.0 

Binr 

290.0 
290.0 
290.0 
290.0 
290.0 


9 
10 
11 
12 
13 
14 


1 

1. 
1 
1 
1 

1 


2499_1 . 
2729 J. jOcnww 
2681_1 
2715_1 
2872 1 


T5 — 1.3836 J 

16 1.3826_1 lr . 

17 1.3962_iy!b/ftWY\ 

18 1.3887_1 

19 1.3816_1 

20 1.4098 1 


21 1.4177_1 

22 1.4226.1 rtA * 

23 1.4362,1 10 

24 1.4279_1 

25 1.4165_1 

26 1.4441,1 
77 — 1.4412 J. 

28 1. 4464.1 _ - 

29 1.4548.1 30 

30 1.4357.1 

31 1.4167_1 

32 1 .4539,1 


29TJ7D 31 OZffO 

290.0 34 1.4389.1,^ - 

290 0 35 1.4445.1 UOcttvxm 

290.0 36 1.4282,1 

290.0 37 1.4236_1 

290.0 38 1.4489,1 

290 35 1.4258,1 

290.0 40 1.4295,1 r ^ . 

290 0 41 1.4319,1 bOftrw* 

290.0 42 1.4237,1 

290.0 43 1.4169,1 

?gn 0 44 1.4460 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


JVIKON 922 


45 1.4180.1 

46 1.4230.1. . 

47 1.4299_l(£><nwY\ 

48 1.4233.1 

49 1.4097_1 

50 1.4377,1 


FOURNIER 1001770 
Highly Confidential 
Subject to 
Protective Order 


10 


Operateur 


068 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D-ONDE 
CUVE en mm: 


ROSSEUN C 
20/06/97^ 
GAL091GAL233> 
290 nm ' 
2mm / 


TITRE: 
N* CAHIER : 
FICHIER : 
ELUANT: 
AGITATION : 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LF178TER comprimes lot C0200 - 0.05M 120tpm 
Lf178ter dissolution n°2 page 066 ' 

m:\commun\gfnq\lf178tef\dissolution\lot C0200 0.05M 120tpm 
LSNa 0.05M / 
120 TPM r 


PREPARATION PES ECHANTILLONS 


masse theoriquej 

160 

/ 

dosage theoriqud 

160 

en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantite de principe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


FOURNIER 1001771 

Highly Confidential 
Subject to 
Protective Order 


Temoin 100mg/l | 0,900 [ 


SUIVI DE LA DISSOLUTION 


volt 

me preleve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

cnnnF5 

CRIUIE6 

0 

0 

0 

0 

0 

0 

0 

0. 

10 

1000 

1,238 X 

1,25 ' 

1.273 ✓ 

1,268 / 

1,272 S 

1.287 

15 

1000 

1,384 / 

1,383 ' 

1,396 / 

1,389 / 

1,382 / 

1.41 ^ 

20 

1000 

1,418 S 

1,423 / 

1.436 / 

1,428 S 

1,417 ' 

1.444 S 

30 

1000 

1.441 / 

1,446 / 

1,455 / 

1,436 / 

1,417 / 

1,454 S 

40 

1000 

1,421 S 

1,439 / 

1,445 / 

1,428 ' 

1,424 / 

1,449 ' 

50 

1000 

1.426 / 

1.43 S 

1,432 S 

1,424 S 

1,417^ 

1,446 S 

60 

1000 

1.418 s- 

1,423 - 

1,43 ✓ 

1,423 / 

1,41 v- 

1,438 ^ 










































RESULTATS EN%DISSO 

us 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

OFIIUI.E3 

CELLULE 4 

OR n n E 5 

OR M II E 6 

ecart type 



0,0 

0,00 

0 

0 

0 

0 

0 

0 




10,0 

87,82 

85,97 

86,81 

88,40 

88,06 

88,33 

89,38 

1,23 



15,0 

97,01 

96,54 

96,48 

97,39 

96,90 

96,41 

98,36 

0,75 

'■mm 


20,0 

100,07 

99,38 

99,73 

100,65 

100,09 

99,32 

101.21 

0,75 

-mm 


30.0 

101,52 

101,47 

101,83 

102,47 

101,14 

99,82 

102,41 

0,98 

.mm 


40,0 

101,52 

100,58 

101,84 

102.28 

101,08 

100,79 

102,57 

0,82 

mm 


50,0 

101,66 

101,42 

101,72 

101,88 

101,30 

100.80 

102,86 

0,69 

mm 


60,0 

101,78 

101,36 

101,73 

102,24 

101,73 

100,81 

102,81 

0,69 

: 6MM% 


0,0 











0,0 









. 


0,0 











0.0 









> : &m 


0,0 









1 .. mm 


RESULTATS EN QUANTITE DISSOUTE 






IbMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CR.LULE5 

ORIULE6 

ecart type 



0,0 

0 

0 

0 

0 

0 

0 

0 




10,0 

140,52 

137,56 

138,89 

141,44 

140,89 

141,33 

143,00 

1,96 

■ - mm 


15,0 

155,22 

154,47 

154,36 

155,82 

155,04 

154.26 

157,38 

1,21 

<s.msk 


20,0 

160,10 

159,01 

159,57 

161,04 

160,14 

158,92 

161,94 

1.19 



30,0 

162,44 

162,36 

162,92 

163.95 

161,83 

159,71 

163.86 

1.57 

Voiigi 


40,0 

162,44 

160,93 

162,95 

163,64 

161,73 

161,27 

164,11 

1,31 

oietsiM 


50,0 

162,66 

162,28 

162,75 

163,00 

162,08 

161,28 

164,58 

1.11 

oMM 


60,0 

162.85 

162.18 

162,76 

163,58 

162,76' 

1613 

164,49 

1.11 



0,0 











0,0 











0,0 











0,0 









— r& 


0,0 












% dissous 



20 


30 
temps 


40 


50 


60 


3Pj 


quantite dissoute 



20 


30 
temps 


40 




. .../. 


; • • . ^ '•" ' 


20. 86. 97 gW-Du^ia 1 : S3: 18 
8.00 g 

642.4 gCcWL 

8.80 g 
2713.6 g 

8.60 g 
3356.0 q 


8-00 g 
645.2 g 

8.00 g 
2630.4 g 

0.80 g 
3275.6 g 


Ac 


0.0@ g 
644.3 g^OAJL 
.0.09 g 
2466.3 g 
20.06.97 11:09:37 

0.00 q 


/V- 


' f ' 28.66.97 (jy^ 11:22:52 ^ 


^ 0CO Code 


3111.1 g 


f0 


0.00 g 

91.90 g^Oie- 
0.00 g 

56.31 g WC^/ 
0.08 g 
143.21 gE^ 


FOURNIER 1001772 

Highly Confidential 
Subject to 
Protective Order 
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FOURN/ER 1001773 

H, '9hly Confidential 

Subject to 
Protective Order 


LONGUEUR 0 ONDE FIXE 290NM 2MM LF178TER LOT 234 O.025M 75 TPM 


230" 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
29(LP 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
250~F 
290.0 
290.0 
290.0 
290,0 
290.0 


06-20-1997 16:39 


Lambda No. Valeur_E 


290.0- 1 0.0004.1 frudtU 
290.0 2 -0.0003_lia^aMi- 


2yu.u 

3 

-0.000b 1 

290.0 

4 

-0.0008 1 

290.0 

5 

-0.0005 lOt*MN\ 

290.0 

6 

-0.0005.1 

290.0 

7 

0.0005 1 

290.0 

8 

-0.0004 1 


9 0.5612_1 

10 0.5935.1 , . 

11 0.6157_1/I0w\l/W 

12 0.5616.1 

13 0.5977.1 

14 0.6050 1 


15 0.6977.1 

16 0.7068.1 

17 0. 7001.1 A^tltim 

18 0.6865.1 

19 0.7159.1 

20 0.7015 1 


230 21 0.7555.1 

290.0 22 0.7505.1 

290.0 23 0.7397_1^0cwv«U 

290.0 24 0.7408.1 

290.0 25 0.7641.1 

290.0 26 0.7437 1 


27 
28 
29 
30 
31 
32 


0.8131.1 
0.7999.1 
0.7860.1^0 
0.7981_r 
0.8157.1 
0.7944 1 


33 
34 
35 
36 
37 
38 
"^9~ 
40 
41 
42 
43 
44 


0.8443.1 
0.8307.1. . 
0.8083.1 tfVU/w 
0.8304.1 • 
0.8466.1 
0.8220 1 


0.8636.1 
0.8452.1 ^ . 
0. 8264.1 50 IW 
0.8489.1 
0.8569.1 
0.8416 1 


290.0 45 0.8835.1 

290.0 46 0.8549.1 

290.0 47 0. 8382.1 £6<W<\ 

290.0 48 0.8648.1 

290.0 49 0.8734.1 

290.0 50 0.8519 1 

290.0 51 0.9103.1 

290.0 52 0.8905.1 ,„ 

290.0 53 0.8706.1 yllOrtwfx 

290.0 54 0.9031.1 

290.0 55 0.9032.1 

290.0 56 0.8849.1 


FOURNIER 1001774 

Hi 9h/y Confident/a/ 

Subject to 
Protective Order 


•U7 2 


DISSOLUTION 

PONDFTIONS ET MOnirftnppp flTftT p r ^ 


OPERATEUR: ROSSELINC 
DATE : 20/06/97^ 
APPAREIL : GAL091GAL233 - 
LONGUEUR D'ONDE : 290 nm ' 

CUVEenmm; 2 mm- 


TITRE: 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


m;\commun^glnq\traitdon\ctistem5 
date edition: le 06/02/97 


LF178TER comprimes lot PK 234 - 0.025M 75tpm 
U178ter dissolution n°2 page 069 ^ 

L^a" ^^ ,,78te ^ t uUon\lot PK 234 0.025M 75*m 
75TPM ^ 



PREPARATION PER F^A»r». f OH<; 


masse theoriquf 

100 

dosage theoriquc 

100 


enmg 


masse de la prise d'essaif 
quantite de principe actiff 


CELLULE 1 I CELLULE 2 | CE1J.ULE 3 1 CELI I iTf~a 


100,00 
100,00 


100,00 
100,00 


100,00 
100,00 


100,00 
100,00 


CELLULE 5 
100,00 


100,00 


CELLULE 6 


100,00 
100,00 


Temoin 100rog/l| qqqq J 


FOURNIER 1001775 

Highly Confidential 

Subject to 
Protective Order 



tYVC 


/ 


24.86.97 EOJtc 12:57:42 
8.00 g| 


642.4 9 <5QAfl_ 

8.00 g 

2424.7 g t^V 

8.00 g 
3067.0 


0.9© g 
644.4 gi^AiL 

0.88 g 
2687.8 

8.88 g 
3252.2 g &UiV 


P-Bl gftC 

0.88 g 
644.6 ^<W^ 

9.88 g 
2428.8 g 

8.80 g 
3872.5 g^\iU^ 


24.86.97 13:115 82 

Code WA 1547 ,/ 

8.80 g 
161.47 g^t&Aj^ 

0.88 g 
53.79 g UfcV> 

0.00 g 
215.26 g 


ft, 


1 


SUM*- £$LQ65"." 


FOURNIER 1001776 

Highly Confidential 
Subject to 
Protective Order 


24,96.97 
Code 


13:23 
1 


0.00 g 
769.8 g(5xAQ_ 
0.80 g 
1091.0 g N«V> 
0.00 g 


1761.8 g 


Code 2 
0.60 g 
760.5 g < ^OAiL 
0.00 g 
1001.0 gN(|C 

0.00 g 
1761.4 g^buJf 


Code 4 
0.00 g 
698.8 I^QAfi- 
6.00 g 

1001.0 

0.00 g 
1699.8 

fit- 

Code 3 
0.00 g 
763,8 g ^OUWL. 
0.00 g 

Mot 


Code , 


■#8 


0.00 g : 

767.0 ^tb^l 
0.00 g 


1001.0 g 
0.00 g 
1768.0 g 


Code 


6^ 


1001.0 q 


9.60 g 
1769.3 g 


0.00 g 
753.8 g 
0.80 g 
1801.0 g 
0.00 g 
1754.0 g 


ton.. 


4- 


.:../: 


tarn CGL£oS_ 


CM i 


... IP 

CO 


in 





ri- 

3 







r- 




ML' 



a» 


n 


ri 


CD 


CTi 0"j . CTi 

£ ■ S S 

cm © m 


0"' on cn D"i 


CO 
CM 


CN 


CM 


e> in 


CM 


10 
CM 


5 - L^cXuAJt? 


CM O 


3wv ^nosB :^:cm^; 

A^^mVVVC^^CX^ FOURNIER 1001777 

0 \ \ Highly Confidential 

Subject to 
Protective Order 


LONGUEUR D ONDE f7xE 290NM 2HH LF178TER 2CPR LOT lsFl^^l^FWr^ ' — 5 


Lambda No. Valeur_E % " 24 - 1997 17:38 

290.0 1 O.O0OU ftli/Aw 

as I tzi I Mi< ^ 

290.0 4 0.001911 

290.0 5 -0.0007 1 

290.0 6 0.0000"! 

290.0 7 -0.0007"! 

29 0 0 8 -o nmn~i 

2TO 5 1.2177 1 

290.0 10 1.1791"1 , • 

290.0 11 1.2255:iy(6/(WN\ 

290.0 12 1.1895 1 

290.0 13 1.2229~1 

290.0 14 1.2462~1 

290 15 1.4427 1 

290.0 16 1.3853~1 x< * 

290.0 17 1.4347 lASttM\ 

290.0 is i.mz'i - 

290.0 19 1.4121 1 

290.0 20 1 437P-1 

290 21 1.5317 1 

290.0 22 1.4886~1 

290.0 23 1.519811 20 

290.0 24 1.4686 1 

290.0 25 1.5076"l 

290.0 26 1.5?84~T 

290.0 27 1.6221 1 

290.0 28 1.5898"K . 

290.0 29 l.eiOlIl^mWA 

290.0 30 1.5709 1 

290.0 31 1.5957"l 

290.0 32 1 6137~1 

33 07331 

290.0 34 1.6412~1 

290.0 35 1.6555lll{0m^ 

290.0 36 1.6256 r W 

290.0 37 1.6518~1 

290.0 38 1.6567~1 

290 39 1.7056 1 

290.0 40 1.6860"1 

S-S ii l-6889Zl5D/mtm 

290.0 42 1.6465 1 

290.0 . 43 1.6830~1 

M4 44 l.t%7~) 

290.0 45 1.7406 1 

290.0 46 1.7022~1 , K 

290.0 47 1.6889'lGOJftWh 

290.0 48 1.6854~1 

290.0 49 1.7048~1 

29 00 50 1.7157"! 

29UD 51 1.8002 1 

290.0 52 1.7837"1 j0/y . 

290.0 53 1.7878:i/20rtWYi 

290.-0 0 g lf 7 T?i FOURNIER 1001778 

290.0 56 1 7902~1 Highly Confidential 

" filr Subject to 

IrlL^ Protective Order 


DISSOLUTION 


CONDITIONS ET MODES O PER ATOIRES 

OPERATEUR : ROSSELIN C 
DATE : 24/06/97^ 
APPAREIL: GAL091GAL233 ' 
LONGUEUR D'ONDE : 290 nm ' 

CUVEenmm: 2 mm / 


PREPARATION PES ECHANTILLONS 


m:\commun\glnq\lraitdon\distem5 
date edition: le 06/02/97 


TTTRE : LF178TER comprimes tot PK 158 - 0.025M 75tpm 2 comprimes 

N* CAHIER : U178ter dissolution n°2 page 073 ^ 


FICHIER 
ELUANT: 
AGITATION 


m:\commun\g!n^f178tertdissolution\tot PK 158 0.025M 75tpm 2 comDrim**" 
LSNa0,025M ' ™«pmnes , 

75tpm 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

200 

en mg 

dosage theorique 

200 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

200,00 

200,00 

200,00 

200,00 

200,00 

200,00 

200.00 

200,00 

200,00 

200,00 

200,00 

200.00 


SUIVI DE LA DISSOLUTION 

volume preleve en ml 
volume en ml 


TEMPS 
0 



temps 


24.06.97 &JU 


642.4 g < 5o/yi_ 

0.00 g 
2514.3 gN^ 

0.09 g 
3156.7 g IWY 


56 


0.06 g 
644.9 g^Ta^JL. 

0.00 g 
2446.1 g-tfcV' 

0.89 g 
3090.9 


MUX 



0.89 g 
645.0 g^tOAJC 
■ 0.01 s Uy 

0.08 g 

2691.7 g l\f$V 
0.00 g 

3336.8 g 


0.60 g 
645.2 g < $CU<L r 
0.B0 g 
2353.7 g 

0.00 q 


3503.8 g 


Be 


R.00 g 
645*0 g < TCUiC 
■ 0.01 P\t 
0.00 g 
2487.8 gtolV 

0.08 g 
3132.3 


id; QOSWi 


e. 


pi- 


FOURNIER 1001700 


24. 06.97 lyifJOL 17: 19 : 4 1 
Code Q{^1547 

8.00 g 

143.22 glO^ 

0.00 q 

187.45 g {Uel^ 

0.00 g 
330.67 q 

ftc 

Highly Confidential 
Subject to 
Protective Order 


078 


25.86.97 
Code 


89: 12: 87 
1 


Code 


769.3 S^WL 

8.90 3 
1802.0 

8.00 3 

1762.8 3 ^AJ^y 

2 

0.80 g 

693.3 9 < ^042- 

0.89 g 
1802.0 g (\}q)T s 

0.00 g 
1780.3 g ^W***^ 


1769.0 g 


Code •-• 
0.08 g 
767.8 g<3aML 
0.88 g 

1002.0 q N«V' 

0.08 g 

Code 4 
0.88 g 
753.8 g<IoA<z_ 

0.98 g 
1882.0 g 
0.80 g 


Code 


1755.8 g 


Code 


0.08 g 
760.5 g 

8.80 g 
1062.8 g 

0.09 g 
1762.4 g 

0.08 g 
768.3 g 

8.00 g 
1082.8 g 

0.89 g 
1770.8 g 


. CO 


— cs* a> 

- T? 

in o 

C-4 o 


en 

*JL> 


*0 


rr. 


r- 


CD 


J 

of 


m JT> 0"i CTi 


to 
r- 


FOURNIER 1001781 

Highly Confidential 
Subject to 
Protective Order 


5 - UcSjUAJZ^. 


LONGUEUR D ONDE FIXE 290NM 2MM LF178TER 2398/01RG 14KG LSNA0.05M 120TPM 


Lambda No. Valeur_E 


290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


06-25-1997 12:11 


1 0.0000 

2 -0.0006 


3 
4 
5 
6 
7. 
8 


9 
10 
11 
12 
13 
14 


15 
16 
17 
18 
19 
20. 


21 
22 
23 
24 
25 
26 


27 
28 
29 
30 
31 
32 


33 
34 
35 
36 
37 
38 


39 
40 
41 
42 
43 
44 


-0.0002 
-0.0010 
-0.0009 
-0.0012 
-0.0012" 
-0.0012 


1.2868 
1.2887 
1.2892 
1.3017 
1.3034 
1.3104 


1.4249 
1.4072 
1.3864" 
1.4285 
1.4013 
1.4080 


1.4602 
1.4419 
1.4042 
1.4556 
1.4258 
1.4338 


1.4821 
1.4618 
1.4175 
1.4739" 
1.4341 
1.4444 


llUlA* 

LilSaoWl^Uo, 

i 
l 

1 QONUM 

1 
1 
1 
1 

"lJOfYVUM 

1 
1 
J 
.1 

.1 M<xmf\ 

1 
1 
J 
1 

_ioCOmwv\ 

l 
i 
j 

i ■ 
i 


impawn 

l 
l 
l 


1.4613 
1.4486 
1.4131 
1.4700 
1.4356 
1.4334 


1 


' 1 r 


1.4714 
1.4402 
1.4134 
1.4585 
1.4249 
1.4415" 


lkDMWA 


KONTRON INSTRUMENTS UVIKON 922 


Operateur 


FOURNIER 1001782 
Highly Confidential 
Subject to 
Protective OrH or 


CONDITIONS ET MnnFR n pERATOWFS 

OPERATEUR : ROSSELIN C 
DATE : 25/06/97/ 
APPAREIL: GAL091GAL233 J 
LONGUEUR D'ONDE : 290 nm ^ 

CUVEenmm: 2 mm / 


PREPARATION PES E^ANTILLONS 


m:\commun\glnq\traitdon\cfistem5 
date edition: (e 06/02/97 


TITRE; 
N* CAHIER 
FICHIER : 
EL U ANT : 
AGITATION 


LF178TER comprimes lot 2398/01 RG 14 Kg - 0.05M 120tpm 
U 1 78ter dissolution n°2 page 077 / 

SwM^ M,17ae ^ SMWOTto2398RG01 ' 4K90 - 05M 

120 tpm y. 


masse theooque 


dosage theoriqut 


masse de la prise d'essai 
quantity de principe actif 


160,00 


160,00 


SUM DE LA DISSOLUTION 

volume preleve en ml 



2«S ,0£ 


I/..L 



V 


.OJWCC 


0<P<O_ 


si 


25.86.97 
Code 


13: 18:33 
1 


Cod€ 


0.09 g 
693.8 g^TaA^ 

0,98 g 
1002.0 q 

0.00 g 
1780.3 9 hwi^ 

0.00 g 
763.8 g^OtAiL 

0.00 g 
1002.8 
0.00 g 


Code 3 
0.00 g 
753.0 g < C]QACL. 

0.00 g 
1002.8 q 
0.08 g 
1755.0 q 
Code 4 
0.00 g 
.---767.8 g <fe\a^ 
0.00 g 
1082.0 g NeJl^ 
0.00 g 


Code , 5 

8.86 g 
768.8 g < ^(>AiU 
8.88 q 
1802.0 g -WtV^ 

0.88 g 
1762.8 q 


Code 


1769.8 g 


0. 00 q 

768.5 9 <: Jft 1 AjQ_ 

0.09 g 
1802.0 gJA/$)T 

0.08 g 

fit 


FOURNIER 1001784 

H/ 9 h 'y Conff de 


Prof 


Sub iectt 0 


'ent/a/ 


tect 'Ve Order 


H- fata; 6h (m^vv&? _ jJaWce. G^LlGB. 


#0 : <n 

3* 


CO 


CD 


ITv 


CD 


CD 


Cr» 


CD 


CO 


a* 


cd a» 
tO o 


ess 


I L0NGUEUR D ONDE FIXE 290NM 2MM LF178TER 2401/01R6 20KG L$NAoSl20TP^ 


Lambda No. Valeur E 


06-25-1997 16:34 


290.0 
290.0 

29inr 

290.0 
290.0 
290.0 
290.0 
290.0 


1 0.0003_1 AlA. IPiAA 

2 zOOlOliJMu /ISwIa 


290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

290.0 


3 -0.0007J. 

4 -0.0009_1 

5 -0.0009_l£>kYUAA 

6 -0.0010J. 

7 -0.0005_1 

8 -0.0009 1 

9 0.9383_1 

10 1.0131.1 , 

11 1.0153_lyl0rrw\ 

12 1.0253_1 

13 1.0739_1 
J4_..1J)835_1 


15 1.3008_1 

16 1.3130_1 , 

17 1.3146_1 HAAM 

18 1.3349_1 

19 1.3288_1 

20 1.3395 1 


2~9070 39" 

290.0 40 

290.0 41 

290.0 42 

290.0 43 

290.0 44 

(ONTRON INSTRUMENTS UVIK0N 922. 


290 2T 1.4168J 

290.0 22 1.3997 1„ 

290,0 23 1.3989 liOMUAA 

290.0 24 1.4157~1 

290.0 25 1.3956 1 

29JLQ 26 1 404R~i 

290.0 27 1.4722 1 

290.0 28 1.45081 n 

290.0 29 1.444B"iaOflVtoY\ 

290.0 30 1.4639"! 

290.0 31 -1.4328~1 

290.0 32 1 444<Ti 

290 33 1.4739 1 

290.0 34 1.4549~1, 

290.0 35 1.4474. ll/OflVU/n 

290.0 36 1.4710 1 

290.0 37 1.4475~1 

290.0 38 1.4586"! 


1.4797_1 
1.4627 1 


FOURNIER 1001785 

Highly Confidential 
Subject to 
Protective Order 


1.4598 
L4534 


Operateur 


.0 


, DISSOLUTION I 


CONDITIONS ET MODES OPERATOIRES 


m:\commun^glnc^t^aitdon\distem5 
date Edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSEUN C 
25/06/97 ^ 
GAL091GAL233 ' 
290 nm r 
2 mm 


PREPARATION PES ECHANTTLLONS 


TITRE: 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


masse theorique 

160 

dosage theoriquc 

160 


/ 

en mg 


LF178TER comprimes lot 2401/01 RG 20 Kg - 0.05M 120tpm 
U178ter dissolution n°2 page 081 ^ 

m:Ncommun\glnq\in78tei\dissolution\lot 2401 RG01 20 Kg 0.05M 120tpm 
LSNaO.OSM ^ 
120 tpm x 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise cfessai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantite de princtpe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 ~| 


FOURNIER 1001786 

Highly Confidential 
Subject to 
Protective Order 


; volume prelev6 en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

OFIIUIF6 


I 2 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

0,938 ' 

1,013 ^ 

1,015 ' 

1,025 / 

1,074 r 

1,084 ' 


1 15 

1000 

1.301 / 

1.313 ^ 

1,315 S 

1,335 f 

1,329 ' 

1,34 s> 


j 20 

1000 

1,417 S 

1.4 s- 

1,399 / 

1,416 S 

1,396 S 

1.405 s 


30 

1000 

1.472 ' 

1.451 

1,445 S 

1,464 r 

1,433 y 

1,444 ' 


40 

1000 

1.474 S 

1,455 y 

1,447 / 

1,471 / 

1,448 s 

1,459 s 


60 

1000 

1,48 / 

1,463 S 

1,462 S 

1,483 / 

1,46 S 

1,453 / 











j 









' 









' 
























RESULTATS EN%DISSO 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

71,17 

65,14 

70,35 

70,49 

71,18 

74,58 

75,28 

3,63 

5,11 ■ 

15,0 

92,17 

90,67 

91,53 

91,67 

93,06 

92,66 

93,43 

1,05 

i,i4 : 

■ 20.0 

98.42 

99.18 

98,03 

97,96 

99,15 

97,78 

98,41 

0,61 

0,62 ; 

! 30,0 

102,10 

103,49 

102,06 

101,64 

102,98 

100,83 

101,61 

0,98 

0.96 

40,0 

103,13 

104,14 

102,84 

102,28 

103,97 

102,37 

103,15 

0,79 

0,76 

60,0 

104,18 

105,07 

103,90 

103,83 

105,32 

103,71 

103,24 

0,82 

0,79 j 

0,0 









1 

0,0 









\ 

0,0 









t 

0,0 









j 

0.0 










0,0 











RESULTATS EN QUANTITE PISSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


CELLULE 6 


ecart type 


CV 


0,0 


10,0 


113,87 


104,22 


112,56 


112.78 


113,69 


119,33 


120,44 


5,82 


5,11 


15,0 


147,48 


145,08 


146,45 


146,68 


148,90 


148,26 


149,49 


1,68 


1.14 


20,0 


157,47 


158.69 


156.85 


156,74 


158,64 


30.0 


163,36 


156,45 


165,59 


163,29 


157,46 


0,98 


162,63 


164,76 


161,33 


162,57 


1,56 


0,62 


0,96 


40,0 


165,00 


166,63 


164,54 


60,0 


166,68 


163,65 


166,36 


168,11 


163,80 


165,04 


166.24 


0,0 


166,12 


1,26 


168.51 


165,93 


165,18 


1,32 


0,76 


0,79 


0,0 


0,0 


0,0 


0,0 


0.0 


% dissous 



30 
temps 


40 


60 


quantite dissoute 



a Q,c>5tt,jaoT?H. 


27.06.97 EOUX 98:52:57 

8.80 g^wy& 

0.00 g 
2513.5 9 hl^k 

0.00 g 
3168.9 g (^uJ/~ 

0.00 g 
644.9 g^ 
0.00 g 
2477.7 g(Ve^ 

0.00 g 
3122.5 g 
^ 9.68 g 

644.7 g^^Afi- 
0.00 g 
1950.4 g fetotJ^T 
0,00 g 


2595. 1 g 


hub. 


I WIS +2 ^ ^950,4 = 
P<*i 4 ^wu cacti am 

Jeoo 7 •-0' 

27.06.97 R9:fl^:2^ 
Code f)fl^ 154 7" 

0.60 g 
163.60 g 

0.00 g 
100.17 g / 

0-00 g 

: j1 263.73 g 

pit 




i«; cU Is**, O/O5 H.;p4^ Am^l 


FOURNIER 1001787 
Highly Confidential 
Subject to 
Protective Order 


\UlM 1 f\UW . 1 HO l l\Ui July IV. vj » j. i, 


Code 


1 


9,88 g 
768.3 ^TciMU 

0.88 g 
1002.8 g 1^^" 

0.08 g 
1770.8 
Code 2 

8.00 q 
760.8 g <$VJ\!L 

0.80 g 
1002.8 g (W 

0.80 g 


1762.8 g 


Code 3 
8.00 g 1 
768.5 
0.80 g 
1882.0 gWl^ 

0.80 g 
1762.5 g iwif 
Code 4 

8.80 q 

767.0 g<JCV^ 
0.00 g 
1802.0 s\k)f/ 

0.00 g 
1769.8 g 


Code 


0.00 g 


693.8 


0.00 g 
1882.9 gOltl^ 

0.00 g 
1700.8 g fyj^ 
Code g 
0.00 g 
753.0 g^^OA^ 
0.00 g 
1002.8 g IVlV" 

0.00 g 

1755.0 g 


QJLW. 



k) 

5 


cm in 

X 


Ei 1 

© 


ri- 
CM 

r- o 

C -4 O 


£ . 

. rr« 

cn 

£ 


£ 

£ 

cn 

£ 

£ 

£ 

- £ 

©, 


© 








© 

CO 

«3> 

ID 

ON 


0^ 

CO 
VD 

© 



a* 

©" 

a> 

© 

iiT* 


IQ.ohM- 


FOURNIER 1001788 

Highly Confidential 

Subject to 
Protective Order 


LONGUEUR 0 ONDE FIXE 290NM 2MM LF178TER LOT 2401/01RG 15KG LSNA0.05M 120TPM 

— — — — — — — — ===—————— ^ 


Lambda No. Valeur_E 


<ONTRON INSTRUMENTS UVIKON 


290.0 
290.0 


zwnr 

290.0 
290.0 
290.0 
290.0 
290.0 


290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

29TOT 

290.0 

290.0 

290.0 

290.0 

290.0 


290.0 

290.0 

290.0 

290.0 

290.0 

290.0 

2"90~0~ 

290.0 

290.0 

290.0 

290.0 


06-27-1997 11:43! 


1 0.0004 

2 0.0016' 


4 
5 
6 
7 
8 


-0.0001 
-0.0005 
-0.0007' 
0.0000" 
-0.0007" 
-0.0007 


9 
10 
11 
12 
13 
14 
T5~ 
16 
17 
18 
19 
20 


1,2129 
1.2293 
1.2299 
1.2424 
1.2421' 
1.2420 

1.3716 
1.3456 
1.3654 
1.3715 
1.3837 


1. Av\ firVvi 
T 

"l 0emwv\ 

1 
1 
i 
1 
1 

.1 ^6^Vt\ 

l 
l 
l 
l 


Liv45r 


21 1.3779 

22 1.4146_ 

23 1.3908_liDimw\ 

24 1.4007 

25 1.4092" 

26 1.4218" 


27 
28 
29 
30 
31 


1.4524 
1 4433 x 

1.4235_1 
1.4355 1 


290.0 

33 

1.4478 1 

290.0 

34 

1.4329 1 

290.0 

35 

1.4132_lU0r«uwv 

290.0 

36 

1.4258 1 

290.0 

37 

1.4386 1 

290.0 

38 

1.4458 1 

290.0 

39 

1.4585 1 

290.0 

40 

1.4443 1 

290.0 

41 

1.4214 iGsm^ 

290.0 

42 

1.4402 1 

290.0 

43 

1.4423 1 

290.0 - 

44 

1.4395_1 

922 


Operateur 


m 


FOURNIER 1001789 
H «'9h!y Confidential 

Subject to 
Protective Order 


f>V la 


CONDITIONS ET MODES QPERATOIRES 


m 


DISSOLUTION 


m:\commun\glnq\txaitdomdistem5 
date edition: le 06/02/97 


OPERATEUR ; ROSSELIN C 
DATE : (fL 2#06/97 
APPAREIL : GAL091GAL233 ' 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2 mm • 


REPARATION PES ECHANTILLONS 


TITRE : LH78TER comprimes lot 2401/01 RG 15Kg - 0.05M 120 tpm 

N° CAHIER: U178ter dissolution n°2 page 084 ^ 

FICHIER : m:\commun\gjnq\lf1 78ter\dissolution\Iot 2401 rg0 1 1 5 kg 0.05M 1 20tpm 

ELUANT : LSNa 0.05M ' 

AGITATION: 120 TPM, 


mm 


I SUM PE LA DISSOLUTION 


KB 


masse theorique 

160 

dosage theoriqut 

160 


en mg 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 ~| 


FOURNIER 1001790 

Highly Confidential 

Subject to 
Protective Order 


volume preleve en ml 


TEMPS 


10 


15 


30 


40 


60 


volume en ml 


1000 


1000 


1000 


CELLULE 1 


1,213 


1,373 / 


1,378 ' 


1,452 


1,448 . 


1,459 / 


CELLULE 2 


0 


1,229 


1,372 / 


1,415 /■ 


1,443 


1,433 / 


1.4 


CELLULE 3 


1,23 / 


1,346 s 


1,391 / 


1,419 S 


1,413 


1,421 / 


CELLULE 4 


1,242 


1,401 


1,424 


1,44 / 


CELLULE 5 


1,242 


1,372 


1,409 s 


1,436 


1,439 S 


1,442 X 


CELLULE 6 


1,242 


1,384 


1,422 / 


1,448 X 


1,446 


1,44 ^ 


a iRESULTATS EN % DISSQUS 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 


0,0 

0,00 

0 

0 

0 

0 

0 

0 




10,0 

85,63 

84,24 

85,35 

85,42 

86,25 

86,25 

86,25 

0,80 

0,94 


15,0 

95,47 

95,77 

95,70 

93,90 

95,22 

95,71 

96,54 

0,88 

0,92 


20,0 

98,31 

96,59 

99,17 

97,49 

98,20 

98,75 

99,66 

1.13 

1,15 


30,0 

101,18 

102,21 

101,60 

99,92 

100,28 

101,12 

101,96 

0,92 

0,91 


40,0 

101,48 

102,44 

101,41 

100,00 

100,91 

101,83 

102,33 

0,92 

0,91 

60.0 

102,46 

103,70 

102,67 

101,04 

102,38 

102,53 

102,41 

0,85 

0,83. 


0,0 










K 

0.0 










0.0 











0,0 











0,0 











0,0 









i 


RESULTATS EN QUANTTT 

E DISSOUTE 










TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV i 


0,0 

0 

0 

0 

0 

0 

0 

0 




10,0 

137,00 

134,78 

136,56 

136,67 

138,00 

138,00 

138,00 

1,28 

0,94 


15,0 

152.76 

153,23 

153,13 

150,24 

152,36 

153,13 

154,47 

1,41 

0.92 


20,0 

157,30 

154,55 . 

158,67 

155,99 

157,12 

158,01 

159,46 

1,81 

1,15 | 


30,0 

161,89 

163,54 

162,56 

159,87 

160,45 

161,79 

163.14 

1,48 

0.91 


40,0 

162,37 

163,90 

162,26 

159,99 

161,46 

162,92 

163.72 

1,48 

0.91 


60,0 

163,93 

165,92 

164,27 

161,67 

163,81 

164,05 

163,86 

1,36 

0,83 


0,0 











0,0 










plains 

0,0 









i 


0,0 











0,0 










BMP 

0,0 











% dissous 



20 


30 
temps 


50 


60 


quantite dissoute 



20 30 40 

temps 


— 1 
60 


39.06.9^ f 15:14^24 
0.88 g 

642.5 s^OAjl 
0.88 q 
2729.5 glVejf 

0.00 g 
3371.9 g 
0.00 g 
645.2 g 4qaj_ 
0.00 g 
2674.6 g MtV 

0.00 g 
3319.8 g 
0.00 g 
644.9 g<toA^ 
0.00 g 
2664.4 g 1^ 

0.00 g 
3389.2 g Wik 


- ■ ■ ■ - w 


9- 


0.00 g 

0.00 g 
2678.7 S \^y 
0.00 g 

3323.4 s^jjc 


0.00 g 
645.8 s'tdAL, 
0.08 g 
2899.3 g 
0.00 g 
3544.2 g h/Jf 


: 


■\~f 


1 ~\ 1 3 j & 



-\ — : 


30.06.97 16:.39i 
Code 154? 

0.89 g 

143.23 g 

0.00 g 

393.58 g / 

0.00 g 

536.80 g 


et <&L0C5l 


fit 



FOURNIER 1001791 ; 

Highly Confidential 1 . a 
Subject to i-fm 


Protective Order 



.30.06.97 

Code 


17:07:93 
I 


0.00 g 
698.8 g^W 

0.00 g 
1004.0 g-WaVV 
8.00 g 


1762,8 g 


Code 



0.00 g 
760.8 qfcMt 
0.00 g 

1004.0 

9.08 g 
1764.9 g 

: RL. 


Code 3 
0.60 g 
763.8 g <Jo^ 
0.09 g 
1084.0 g \^^/^ 

0.90 g 
1772.8 g \W^V' 
Code 4 
0.99 g 
760.5 g <X0ASL- 


0.00 g 
1004.0 g 


0.00 g 
1764.5 g fouj'' 


Code 5 
O.09 g 
753.0 g^fo/^ 
0.00 g 
.1004.0 g MV^. 

0.00 g 
1757.1 g ! !WtU 
Code 6 . 

8.00 g 
767.0 g ^f&AS- 

0.80 g 
1004.0 g ^Jx}r 
8.00 g 

1771.0 q 


I 


'If 

■ V 


n - ' rr § rn 


a-. 


a*. 


CO 


CD 


M 

a* 


CD 


<7; 

IN 

a* 


CD 


rn o"» CT« rn rj"' □"• 


a*. 


FOURNIER 1001792 

Highly Confidential 

Subject to 
Protective Order 


5„ 



f 






LONGUEUR D ONDE FIXE 290NM 2MM LF178TER 2398/01RG 14KG LSNA 0.1M 90 TPM/ 


Lambda No,. Valeur E 


290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 
2W1T 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
29 Q.Q 


KONTRON INSTRUMENTS UVIKON 922 


07-01-1997 11:38 


1 -0.0001 

2 -0.0014 


3 
4 
5 
6 
7 
8 


10 
11 
12 
13 
14 
~T5~ 
16 
17 
18 
19 

_2Q_ 


-0.0027 

-0.0018 

-0.0020" 

-0.0023" 

-0.0023 

-0.0023 


1 (ta/fttt 
1 L-art* /ISdNc 


.1 

lOfliwvx 
l 
l 
l 


2 lvlDmuM 


1.3510 
1.3643" 
1.3582" 
1.3773" 
1.3665" 
1.3885" 
L4bba" 

1.4680 ^ * 
1.4686_l/1b(TIVm 
1.4565 1 


1 
1 
1 
1 


290.0 21 

290.0 22 

290.0 23 

290.0 24 

290.0 25 

290.0 26 

250 TT 

290.0 28 

2-90.0 29 

290.0 30 

290.0 31 

290.0 32 


1.4326 
1. 4S P 6 ! 


1.4715 

1.4843" 

1.4790' 

1.4663" 

1.4434" 

1.4540" 

1.4677 

1.4916" 

1.4772" 

1.4669" 

1.4459 

1.4639" 


.1 

"l&nW 

i 

i 

'l 

I 

1 2>DKYVWA 

1 
1 
1 


Operateur 


ftp: 


FOURNIER 1001793 

Highly Confidential 

Subject to 
Protective Order 



DISSOLUTION 


: CONDITIONS ET MODES O PER ATOIRES 


m:\commun\glrK^traitdon\distem5 
date Edition: (e 06/02/97 


0 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSEUN C 

01/07/97-' 

GAL091 GAL233 ' 
290 nm ' 
2 mm S 


Tn~RE : 
N° CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


LF178TER comprimes Iot2398/01 RG 14Kg - 0.1M 90TPM 
Lf 1 78ter dissolution n°2 page 088 ' 

n:\commun\gbq\donnbase\if178tertdissolulion\lot 2398ig01 14 kg 0.1M 90tpm 

LSNaO.IM 

90 TPM y 


PREPARATION PES EC H ANTILLONS 


masse de la prise d'essai 
quantite de principe actil 


masse theorique 

160 

en mg 

dosage theoriqut 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 ~[ 


SUIVI PE LA DISSOLUTION 

volume preleve en ml 


FOURNIER 1001794 

Highly Confidential 

Subject to 
Protective Order 


TEMPS 
0 


10 
15 


20 
30 


volume en ml 


1000 


1000 


1000 
1000 


CELLULE 1 


0 

1,351 C 


1,456 J 


1,472, 


1,468^ 


CELLULE 2 


1,364 -r 


1,468 ^ 


1,484^ 


1,492^ 


CELLULE 3 


1,358, 


1,469^ 


1.479 jC 


1,477 S 


CELLULE 4 


1.377. 


1,457 S 


1,466-^ 


1.467 X 


CELLULE 5 


1,367- 


1,433-X 


1,443. 


1,446, 


CELLULE 6 


1,389. 


1,453^ 


1,454- 


1,464 - 


RESULTATS EN % PISSOUS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CFI LULE3 

CELLULE 4 

CFI M II F 5 

OF1.LULE 6 

ecart type 

CV 

0,0 

0,00 , 

0 

0 

0 

0 

O 

0 



10,0 

94,98 

93,82 

94,72 

94,31 

95,63 

94,93 

96,46 

0,95 

1,00 

15,0 

101,59 

101,58 

102,42 

102,49 

101,66 

99,99 

101,39 

0,91 

0,89 

20,0 

102,81 

103,20 

104,04 

103,69 

102,79 

101,18 

101,96 

1,08 

1,05 

30,0 

103,50 

103,43 

105,11 

104,06 

103,37 

101,89 

103,16 

1,06 

1,03 

0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0.0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

OR l.ULE 2 

CRM.II.E3 

CELLULE 4 

CH.LUI.E5 

OR HU E 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

151,96 

150,11 

151,56 

150,89 

153,00 

151,89 

154,33 

1,51 

1,00 

15,0 

162.54 

162.53 

. 163.87 

163,98 

162,65 

159,98 

162,22 

1,45 

0,89 

20,0 

164,49 

165.12 

166,46 

165,90 

164,46 

161.89 

163,13 

1.73 

1,05 

30,0 

165.61 

165*49 

168,18 

166,50 

165,39 * 

163.02 

165,05 

1,70 

1,03 

0,0 










0,0 










0,0 










0.0 
0,0 










0,0 
0,0 
0.0 











% dissous 




10 


— \ — 

15 
temps 


— I — 
20 


— I — 
25 


30 


quantite dissoute 



10 


15 

temps 


20 


— h- 
25 


— I 
30 


OXO^W >v3So^cm (byyij ^ 



on ■ .. 


01.07.97 13:49:22 . 

Code . 1 Code 


Code 

g 


0.08 g 0.00 g 

768.3 gW. 760 . 8 q <U ^ 9 


760.8 g\la/^ 
0.00 9 0.00 g 


0.00 q 


1004.0 gftfcW 1004.0 gM^^ I8B4 - 8 9 ^ 

0.00 g 0.8© g 

1772.8 g 1764.8 g feuuV 1?64 ' 4 9 

; Gompt e ur 0 

Code 2 Code 4 ! Code 6 

Q - m 3 0-00 g 0.00 g 

753-0 9%UL 698.8 g<d"OAL 767.0 g < ^CMs_ 

0-00 g 0.00 g 


0.00 g 


1004.0 g||UtV/ 1004.8 g lYeVy 1004 . 0 g ^ 


0-00 g 0.00 g 


0.00 q 


1757.0 g fcudr 1702.8 g f^V 1771.0 gUJk 


% ^ Condi ^^oMcCmo ^ 

FOURNIER 1001795 

Highly Confidential 
Subject to 

Protective Order ^OV (o t\ 


!9S 



Or, 


CD 


CO 
vG 


CD 


on 


r- 


OB 


0"» 

CD. 

CD 


a-. 


CD 


CT-. 



LONGUEUR D ONDE FIXE 290NM 2MM LF178TER 2401/01RG 15KG LSNA 0.1M 90 TPM 


Lambda No. Valeur E 


07-01-1997 16:14. 


2901.0 

290.0 

2WT 

290.0 

290.0 

290.0 

290.0 

290.0 


1 -0.0000_lftiA(fci?i 

2 -0.0017 1 l£N L IL^ia 


3 -0.0019_1 

4 -0.0026_1 

5 -0.0022_l^fmvw 

6 -0.0022_1 

7 -0.0024_1 

8 -0.0019 1 


250 9 1.2655_1 

290,0 10 1.2605_1 

290-0 11 1. 2825.1 AQftWn 

290.0 12 1.2803_1 

290,0 13 1.2772_1 

290.0 14 1.3170 1 • 

290.0 15. 1.4203_1 

290.0 16 1.4283_1 

290.0 17 1.4229.1 /KfNVM 

290.0 18 1.4227_1 

290.0 19 1.4482 1 

290.0 20 1.4314 1 

250 21 1.4444_1 

290.0 22 1.4607_1 

290.0 23 1.4472_l20m^ 

290.0 24 1.4507_1 

290.0 25 1.4773.1 

290.0 26 1.4513 1 


290.0 27 

290.0 28 

290.0 29 

290.0 30 

290.0 31 

290.0 32 


K0NTR0N INSTRUMENTS UVIKON 922 


1.4563.1 
1.4665.1 
1.4596.1 ?»0/wwv\ 
1.4561.1 
1.4868.1 
1.4664 1 


Op^rateur 


FOURNIER 1001796 

Hi ^yco nf(den 

p ™te cHve0rder 


094- 


| ""DBSSbLUTION- 


CONDITIONS ET MODES OPEBATOIRES 

OPERATEUR : ROSSEUN C TITRE : 

DATE: 01/07/97 N* CAHIER: 

APPAREIL : GAL091 GAL233 / RCHIER : 

LONGUEUR D'ONDE : 290 nm ^ ELUANT : 

CUVE en mm: 2 mm ^ AGITATION : 


m:\convnun^lncfUiart(JonVfistem5 
date edition: le 06/D2/97 


LF178TER comprimes tot2401/01 RG 15Kg - 0,1 M 90TPM 
Lf178ter dissolution n°2 page 092 ^ 

n:\commun\glnq\donnbase\lf178tei\dissoiution\lot 2401 rg01 1 5 kg 0, 1 M 90tpm 
LSNaO.IM ' 
90 TPM / 


Jm 


w 

» -ft 


PREPARATION PES ECHANTILLONS 


masse theoriquc 

160 

dosage theoriqu* 

160 


en mg 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

. CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Terrain 100mg/l | 0,900 | 


FOURNIER 1001797 

Highly Confidential 
Subject to 
Protective Order 


volume preleve en ml 

5 




TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

1,266 y 

1,261 ' 

1,283 < 

1,28 ' 

1,277 ^ 

1,317 /" 

15 

1000 

1,42 s 

1,428 s 

1,423 V 

1,423 ^ 

1,448 ' 

1,431 S 

20 

1000 

1,444 ' 

1,461 ' 

1,447 / 

t,451 / 

1,477 / 

1,451 S 

30 

1000 

1.456 S 

1,467 S 

1,46 ' 

1,456 ' 

1,487 

1,466 * 


































































TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 


0.0 

0,00 

0 

0 

0 

0 

O 

0 



10.0 

88,94 

87,92 

87,57 

89,10 

88,89 

88.68 

91,46 

1,37 

1,54 

15.0 

99.67 

99,05 

99,60 

99.26 

99,26 

101,00 

99,83 

0.71 

0.71 

20,0 

101,99 

101,21 

102,39 

101,43 

101,70 

103,52 

101.72 

0,85 

0.83 


; 30,0 

103,21 

102,55 

103,32 

102,83 

102,55 

104,72 

103.26 

0,81 

0.79 

; 0,0 











; 0,0 











0,0 











0,0 










0,0 











0,0 










0,0 










0,0 










RESULTATS EN QUANTIT 

E DISSOUTE 

IBIS 

1 

m 

m 

TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

6cart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

142,30 

140,67 

140,11 

142,56 

142.22 

141,89 

146,33 

2.19 

1,54 

15,0 

159,47 

158,48 

159,37 

158,82 

158,82 

161,60 

159,73 

1,13 

0,71 

20.0 

163.19 

161,94 

163,83 

162,28 

162,72 

165,63 

162,75 

1,35 

0,83 

30,0 

165,13 

164,07 

165.31 

164,53 

164.09 

167,56 

165,22 

1.30 

0.79 

0,0 










0,0 










0.0 










0,0 










0.0 










0,0 










0,0 










0,0 












M &UOl lot ^ - '19 ^ 


9 i . 07. puJUp6: 49 : 51 
0.00 g 

642.4 gT(U^ 
0.60 g 

2655.9 g N«V 

8.00 ^ 

5293.3 g jWyV 
0,80 g 

644.5 q<Jo\^ 
0.00 g 

2685.5 g IKfeV 

0.00 g 
3330.0 


01.07.97 

Code 


17:12:83 
1547 


0.00 g 
644.2 g<3oJ^ 

0.00 g 
1942.0 g tOcV 
0.06 g 


2586.2 g 


143,22 ^TCU^ 

0.00 g 
210.96 g KJely 

0.00 g 
353.28 q 


• s -.f : 

■ * 

M - •; 


J. itfc cU Lsivjol OyA h pita jm^pQ - 


FOURNIER 1001798 

Hi 9Wy Confidential 

Subject to 
Protective Order 


81. '87. 97 
Code 


17:46:18 
1 


0.88 g 
760.8 3<®M- 

8.68 g 
1804.8 g 

8.00 g 
1764.8 shhuS/ 

Code 2 
0.80 g 
768.5 g < $U£^ 

8 .08 g 
1084.8 s^hr 

0 .08 g 
1764.4 g 


Code 3 
0.60 g 
767.8 g^tW, 

8.80 g 
1804.0 g 
8.88 g 
1771.8 
Code 4 
8.88 g 
753.5 gifCU^ 

0.88 g 
1884.8 q 
8.88 g 
1757.5 g 


Code 


Code 



698.8 s^GaJL- 
8.88 q 
1884.0 g Kkl^ 


' -7358 


0.80 g 
1702.3 q 


9i» 


-4— $3 

. I ... .jj 


oo r> 

— > p-- 

CM O 


voi- 
ce: 


rr> rri en rri rri rj*> rn rn 0"i 


:— 2— 


CD 


in 


CD 
CD 


CD 


».£i 


CO 


a-. 


FOURNIER 1001799 

Highly Confidential 
Subject to 
Protective Order 



LONGUEUR D ONDE FIXE 290 NM 2 MM . LF178TER 2401/01RG 20KG LSNA 0.1M 90 TPM 




07-02-1997 11:34; 

Lambda 

No. 

Valeur_E 

290.0 

1 

0.0001 lfWfyw 

290.0 

2 

-0.0019 l&Wa/tSAk 

290. 0 

3 

-0.0015"! 

290.0. 

4 

-0.0012 1 _ 

290.0 

5 

-0.0013_10wvva/* 

290.0 

6 

-0.0012 1 

290.0 

7 

-0.0004 1 

290.0 

8 

-0.0004 1 


29X0" 
290.0 
290.0 
290.0 
290.0 
290.0 

290.0 
290.0 
290.0 
290.0 
290.0 


2W1T 

290.0 

290.0 

290.0 

290.0 

290.0 


9 0.9834_1 

10 0.9881_1 , 

11 0.9210JL AD flMA\ 

12 1.0296J. 

13 1.0175_1 

14 1 .0399 1 


15 
16 
17 
18 
19 
20 
~2T 
22 
23 
24 
25 
26 


1.3396_1 
1.3499_1 , r • 

1.2943_M60WV\ 
1.3697_1 
1.3736_1 
1.3613 1 


1.4372_1 
1.4581 1 
1.4476,1 2D 
1.4465.1 
1.4601_1 
1 .4667 1 • 


290.0 27 1.4645J. 

290.0 28 " 1.4877 1 ^ - 

290.0 29 1.4847_1^0(TMm 

290.0 30 1.4642J 

290.0 " 31 1.4855.1 

290.0 32 1.4813 1 


! K0NTR0N INSTRUMENTS UVIKON 922 


Operateur 


fll \0.o\ ((\ 


098 


DISSOLUTION 


CONDITIONS ET MOPES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSEUN C 
02/07/97 ✓ 
GAL091 GAL233' 
290 nm ' 
2 mm / 


TITRE: 
N* CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


m:tfcommun\glnq\traitdon\distern5 
date edition: le 06/02/97 


LF178TER cornprimes k)t2401/01 RG 20Kg - 0,1 M 90TPM 
Lf 178ter dissolution n*2 page 095^ 

n:\commun\gtnq\donnbase\lf178ter\dissoiution\lot 2401 rg01 20 kg 0,1 M 90tpm 
LSNaO.IM ✓ 
90 TPM ^ 


PREPARATION PES ECHANTILLONS 


masse theorique 

160 

dosage theorique 

160 


en mg 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0^900 


FOURNIER 1001801 

Highly Confidential 
Subject to 
Protective Order 


SUIVI DE LA DISSOLUTION 

, volume preleve en ml 


TEMPS 


10 
15 
20 
30 


volume en ml 


1000 
1000 
1000 
1000 


CELLULE 1 


0,983 y 
1,34 

1,437 S 

1,465 / 


CELLULE 2 


0,988 f 0,921 X 


1,35 X 
1,458 S 
1,488 S 


CELLULE 3 


1.294 / 
1,448 S 
1 ,485 S 


CELLULE 4 


1,03 ^ 
1,37 /* 

1,447 ' 

1,464 


CELLULE 5 


1,018 -f 

1,374 S 

1,46 - 

1,486 ' 


CELLULE 6 


1,04 
1,361 
1.467 
1,481 


RESULTATS EN%DISSOUS 


TEMPS 

MOYENNE 

CFII.UIF1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



I 10,0 

69,21 

68,26 

68,61 

63,96 

71,53 

70,69 

72,22 

3,02 

4,36 

; i5,o 

93,97 

93,40 

94,09 

90,18 

95,50 

95,77 

94,88 

2,05 

2.19 

20,0 

101,71 

100,60 

102,06 

101,32 

101.32 

102,22 

102,71 

0,76 

0,75 

30,0 

103,97 

103,04 

104,65 

104,40 

103,00 

104,53 

104,19 

0,75 

0,72 

0,0 










0,0 










; 0,0 










r qs> 










0,0 










0,0 










0,0 










0,0 










HESULTATS EN QUANTIT 

E DISSOUTE 





TEMPS 

MOYENNE 

OFIIU1F1 

OH IMF? 

OF1UHF3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

110,74 

109,22 

109,78 

102,33 

114,44 

113,11 

115,56 

4,83 

4,36 

15,0 

150,35 

149,44 

150,55 

144,29 

152,79 

153,23 

151,80 

3,29 

2,19 

20,0 

162,73 

160,96 

163,30 

162,12 

162,11 

163,55 

164,33 

1,22 

0,75 

30,0 

166,35 

164,87 

167.44 

167,04 

164,80 

167,25 

166,70 

1,20 

0,72 

0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 











% dissous 



quantite dissoute 



L%N*Q, jn. 3QTPH . 


.97.97 " 10:06:14 

0.00 g 

642.4 g^OA^ 
0.60 g 
2475.2 3 


0.98 q 

17.5 g &UaW 


J00O I 


8.88 g 
644.9 ^OAJL 

0.89 g 
2495.6 g V)cV 

8.08 g 
3148.5 


83.87.97 18:28:54 
Code f}($> 1547, 

8.00 g 

H3-22 S^CUJL. 

8.80 g 
286.68 g 


0.88 g 
645.3. g^CJUJL 

8.88 g 
2195.7 

9.09 g 
2341.9 gfouik 


0.09 g 


349.90 g 


'A- 

Si 


JL Mkl ckLWa (\An^e JOO^O^ 


FOURNIER 1001802 

Highly Confidential 
Subject to 
Protective Order 


100 


83.07,97 
Code 


16:49 
1 


8.08 g 
768.8 s%ML 
8.88 g 
1884.0 g / 


8.88 g 
1764.8 g 


Code 


8.88 g 
768,8 g<T&AJL- 
8.88 g 
1884.8 


Code 3 
8,88 g 
693.8 gtflA2^ 
8.88 g 
1884.8 

0.00 g 
1702.8 g\ku]p 
Code 4 
0.80 g 
767.8 g^OAJL- 

0.00 g 
1004.0 g (M^j// 

0.00 g 
1771.8 3%JUM 




I 


768.5 q^OArt . 


1804.8 g t^JtK 

8.88 g 
1764.4 g 

Code 6 
8.80 g 

8.88 g 
1084.8 g 

0.00 g 
1757.0 g (Wi^ I 

• : : M 


^ G 


J .. :!-'■ 
! ! • 7s 


- "Q 
K» O 


r- 


IT' 


Ti m o~» 


a* 


CD 


CO 
cr*. 


Cf i or« nr. 

:— s= c; -s: 


UP 


r- 


■4 


CD 


FOURNIER 1001803 

Highly Confidential 
Subject to 
Protective Order 


LONGUEUR 0 ONDE FIXE 290NM 2MM LF178TER 2395/01RG 14KG LSNA 0.1M 90TPM X 


.1.. .. 

.!-.! 


Lambda No. . Valeur_E 

290.0 1 0.0004.1 
290.0 2 -0. 0029.1 i&ttp I l&Nft 


290.0 
290.0 
290.0 
290.0 
290.0 
24&v0- 


290.0 


07-03-1997 13:37 


3 -0.0027_1 

4 -0.0031.1 „ • 

5 -0.0026_lOltYW\ 

6 -0.0028_1 

7 -0.0026_1 0 a. , 
% — 0.0'168_l Ctu>fc f^ftV O^uonn^ 


9 -0.0030 1 


290.0 10 1.2689.1 

290.0 11 1.2752_1 lA . 

290 0 12 1. 2740.1 >*0Awin 

290.0 13 1.2853.1 

290.0 14 1.2896_1 

290.0 15 1.2808 1 

290.0 16 1.3227_1 

290.0 17 1.3513_1 . 

290 0 18 1.3111_ly*5mu/vi 

290.0 19 1.3396_1 , 

290.0 20 1.3437_1 ' 

290.0 21 1.3396 1 

297TG 22 1.3509.1 

290.0 23 1.368L1__ . 

290.0 24 1.3397_l20CNWv\ 

290.0 25 1.3570 J 

290.0 26 1.3595.1 

?90.0 27 1.3563 1 

290.0- 28 1.3615.1 

290.0 29 1.4028.1 • . 

290.0 30 1. 3455.11D (WW* 

290.0 31 ' 1.3501_1 

290.0 32 1.3645.1 

290.0 33 1.3646.1 


(ONTRON INSTRUMENTS UVIKON 922 


OpSrateur 


FOURNIER 1001804 
^/yc 0nfident . 

PrJ leCtto 


tial 


Jer 


DISSOLUTION 


CONPmONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


ROSSELIN C 
03/07/97/ 
GAL091 GAL233/ 
290 nm ' 
2mm ' 


TTTRE : 
N° CAHIER: 
FICHIER : 
ELUANT : 
AGITATION : 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


LSNa O.tM 
90 TPM 


LF1 78TER comprimes »ot2395/0 1 RG 1 4Kg - 0, 1 M 90TPM 
LM78ter dissolution n°2 page 099 s 

n:\commun\glnq\donnbaseM* 178tertdissolutton\Jot2395fg0t 14 kg 0,1 M 90tpm 
LSNaO.IM / 


PREPARATION PES ECHANTILLONS 


masse theonque 

160 

dosage theonque 

160 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

160,00 

160,00 

160,00 

160.00 

160,00 

160,00 

quantite de principe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 ~[ 


FOURN/ER 1001805 
Pr0 ' ec "Veo rder 


vok. 

ime preleve en ml 

5 



• TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CR I.ULE6 


0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

1,269 S 

1,275 s 

1,274 y 

1,285 /- 

1,29 / 

1,281 ^ 


15 

1000 

1,323 / 

1,351 

1,311 ^ 

1.34 ^ 

1,344 ^ 

1,34 / 


20 

1000 

1,351 s 

1,368 ' 

1,34 ' 

1,357 ^ 

1,36 / 

1,356 s 


30 

1000 

1,362 / 

1,403 r 

1,346 /- 

1.35 ^ 

1,365 / 

1,365 / 




































































RESULTATS EN%DISSO 

US 

TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

cv 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

88.82 

88.13 

88.54 

88,47 

89.24 

89.58 

88,96 

0,54 

0.61 : i : 

15,0 

93,14 

92,32 

94,26 

91,48 

93,50 

93,78 

93,50 

1,03 

1,11 V 

20,0 

95,03 

94,72 

95,91 

93,95 

95,15 

95,36 

95,08 

0,66 

0,69 , ; 

30,0 

96,18 

95,95 

98,82 

94,64 

95,13 

96,18 

96,17 

1,41 

1,46 

0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 











RESULTATS EN QUANTTTE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CF1LULE5 

CO LULE6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



10,0 

142,11 

141,00 

141,67 

141,56 

142,78 

143,33 

142,33 

0.86 

0,61 

15,0 

149,03 

147,71 

150,82 

146,37 

149,60 

150,05 

149,60 

1,66 

1.11 

20,0 

152,04 

151,55 

153,46 

150,33 

152,24 

152.57 

152,12 

1,05 

0,69 

30,0 

153,89 

153,52 

158,11 

151,74 

152,21 

153,89 

153,88 

2,25 

1,46 

0.0 










0,0 










0,0 










0,0 










0,0 










0,0 










0,0 










0.0 












% dtssous 
- — ♦ — 


15 
temps 


20 


25 


— I 
30 


quantite dissoute 



15 
temps 


20 


25 


30 


iter 


6.00 g 


83.87. 97 ^"WTrS: 19:91 


| 642.4 g^ ^^3^ +^35,0+^0^,^81^/ 

|f 0-00 q 

|: 2473.2 gfliV ^ (ktSIMo, puAOM flh&uuu- a 


9.09 g 
3115.6 g 

8.00 9 ^QP) 
644.6 g^OlA^ 

0 ' 009 03.07.97 15:32:11 

2492.0 g ftM 15 * 7 

8.00 g @ - 009 
3136.6 143.23 g<W. 


0.00 g D 

644.8 g<W 95.12 9 fo<>- 

0.80 9 0 - 00 ^ 

1908.3 9 NdV 242.35 gfe^. 

8.00 g ^ 
2553. 1 


1 ' 0 FOURNIER 1001806 

m--. , Pr«f biectto 

fei ^ Prote «'ve Order 


104 


Code 


Code 


1 

0.09 g 

76Q.5 g<T(>A«- 
0.00 g 

1002.0 g \td/ y 

0.00 g 
1762.5 q 

2 

0.00 g 
760.8 g^OWiL 

0.00 g 
1002.0 gWdK/ 

0.00 g 
1762.8 g| 


Code 3 
0.80 g 
698.3 g^fCL^ 

0.00 q 
1002.0 g / 

0.00 g 
1700.8 g 

Code 4 

0.00 q 

766.9 g<W. 
0.00 g 
1802.0 g WlV / 

8.00 g 
1769.0 


Code 


Code 


/it 8 


1602.0 g 


3, 


Mr 4>J34t 


cr. 


5* 


1 

s 


LT.« 

a*. 

C4 


cr. 


0"» 
<5> 


CP 

CO 


CT* 0~» fJi m 


to 


G ID © 


*7- 

a-* 


•hi 


X) 

o 
o 


FOURNIER 1001807 

| Highly Confidential 
Subject to 
Protective Order 


.1^ 


5„ U$uuju?- 



:; 105 


:./. 


LONGUEUR D ONDE FIXE 290NM 2MM LF178TER 2395/01RG 14KG LSNA 0.05M 120TPM 


290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


2TOT 
290.0 
290.0 
290.0 
290.0 
290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
29 . 0- P . 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


07-03-1997 17:26 


Lambda No. Valeur_E 


1 0.0005 

2 -0.0004 


3 
4 
5 
6 
7 
8 


-0.0011 
-0.0009 
-0.0011 
-0.0012 
-0.0010 
-0.0012 


-g- 

10 
11 
12 
13 
14 


TTMT 
1.1844 
1.1991 
1.1886 
1.2047 
1.2093 


15 
16 
17 
18 
19 
20 


1.2743 
1.2837 
1.2998 
1.2780 
1.3039 
1.2946 


21 
22 
23 
24 
25 
26 


1.3318 
1.3544 
1.3671 
1.3362 
1.3684 
1.3386" 


ilSNoJlSiNcL 

1 
1 

lfiNV^M 

1 
1 
1 
1 

'l/fOi/IMM 

1 
1 
1 
1 

1 
'1 
1 
1 

.1^0 (KUAN 
1 

1 
1 
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Operateur • — 


FOURNIER 1001808 
Highly Confidential 
Subject to 
Protective Order 


106 



..1 


03.07.9? 88:59:49 
9.68 g 

229 .52 g ^ 
0.00 g 
2692.0 gAJoir 
0.00 g 

2921.5 s&tuV 
0.00 g 
229.58 g 7^ 
0.00 g 

2591.5 sfielr 

9.03 g 

0.08 g 
229.58 g ^ 
8.00 g 
2716.5 gjU^h 
0.60 g 

2946.1 sibnjr 


(11/ 


5 vf "SX 


1 


■a 


;-.f: 


1 


03.07.97 09:29:11 
Code ftjfifr 154? . 

. 0.00 g 

143.22 g 7ai< 

0.00 g 
115.40 g 

0.60 g 
253.62 g 











■'"■> ; p 





FOURNIER 1001809 
Hi 9h»yConfi dentia( 

oub;ectto 
Protective Order 


: m 


08.07.97 
ID 


10:31:57 

i 


0.80 g 
760.5 g I&k: 

0.09 g 
1O02.0 g jj L )r 

0.08 g 
1762.5 


ft-; 


763.3 g /q^ 
8.60 g 
1002.8 g Udr 

0.08 g 
1770-8 s (bwJr 


; ; ~i — — ! — " 


ID 


ID 3 
0.00 g 
767.0 g 
0.00 g 
1002.0 g $f)c 

0.06 g 
1769.0 g ^<(u)r 
ID 4 
0.00 g 
. 698.8 g 7a^ 

0.00 g 
1002.0 g |\)^V- 

0.00 g 
1700.8 g ^ZoV" 


ID 


0.00 g 
753.0 g le^rd 

0.00 g 
1002.0 g/M~ 

0.00 q 

1755.0 sfyu\~ 


8.00 g 
760.8 qT^z K 

9.00 g 
1002.0 sUtV* 

0.00 g 
1762.8 g bfZxJr- 


6 r s&oipri tk<o<b.oi-.<Fh Hco^cA.^ 


l is a 


G5 CM 
CD 

r- 


Or-. 


CO 
C5> 


Cv 


cs> 


CO 
a* 
'in 


FOURNIER 1001810 
Highly Confidential 
Subject to 
Protective Order 


5. Czchc 


& ue Zwm , . Ctc to he eC V^Oyi i*\ 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.05M 120 TPM 


9 290.0 1 -0.0000.1 
<£>.; 290.0 2 0.0002 1 


fcL.; 


Lambda No. Valeur E 


290 
290 
290 
290 
290, 
290. 

"m. 

290. 
290. 
290. 
290. 
290. 


0 O 1 
0^2 

0 3 

0 4 

0 5 

0 6 


OJo 8 

0 9 
0 10 
0 11 
0 12 


-0 
0 
0 

-0 
-0 
-0 


.0003_1 
0015.1 
0004_1 
0006_1 
0001_1 
0009 1 


290 
290 
290 
290 
290 
290 
2W 
290 
290. 
290. 
290. 
290. 
290; 
290. 
290. 
290. 
290. 
290. 


0 . ' 13 
0^ 14 
0 15 
0 16 
0 17 
0 18 


0 r ° 20 

0 21 

0 22 

0 23 

0 24 


TBU53 
1808.1 
1760_1 
1825_1 
1708_1 
1734 1 


«a ' 25 
0^ 26 
0 27 
0 28 
0 29 
0 30 


.2888_1 
.2761.1 
.2910_1 
.2900_1 
,2763_ 1 
^25511 
.3192_1 
.3080.1 
.3297.1 
3287.1 
3173 1 


290 

290. 

290 

290 

290 

290. 


o, ..3i — r 


^3TT 
.3381_1 
.3252_1 
.3433_1 
.3469_1 
.3380 .1 


290. 
.-■ 290. 

290. 
V 290. 

: 290. 

1 290. 


Ol 1.15IO 

0 6 * 7 32 1.3419.1 

33 1.3397.1 

34 1.3514.1 

35 1.3580.1 

36 1.3507 1 


0^737 I 

38 


1 

39 1 

40 1 

41 1 


^579~T 
.3493.1 
.3434.1 
3581.1 
3589.1 
3470.1 


07-08-1997 15:33 !-f 


i... L~.i|§t 

: f-f 

■ .'-i'X 


FOURN/ER1 001811 


DISSOLUTION 


CONPmONS ET MODES OPERATOIRES 

OPERATEUR: D.LECRIT TITRE : 

. DATE : 08/07/97/ N° CAHIER : 

APPAREIL : GAL 233 GAL 091^ RCH1ER : 

LONGUEUR D'ONDE : 290 nm^ ELUANT : 

CUVE en mm: 2 ^ AGITATION : 


m:\commun\glnq\traitdon\distem5 
date edition: (e 06/02/97 


LF 178 TER RG 2395/01 a 14 KG 
LF 178 TER n*2 p 106-^ 

M\commun\glrwi\donnbase\Ul78tertdissolution\lot 2395RG01 14 kg 0 05M 120tpm 
LSNa 0,05 M ^ 
120 TPM . 


PREPARATION PES ECHANTILLONS 



masse theorique 

160 






dosage theorique 

160 

en mg^ 











CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de fa prise d'essai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantity de principe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin lOOrog/l ] 0,900 | 


FOURNIER 1001812 

Highly Confidential 

Subject to 
Protective Order 


volt 

ime preleve en m 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1.181 X 

1,181V 

1,176 v 

1,183 ^ 

1.171 ^ 

1,173^ 

15 

1000 

1.287 s 

1,289 v 

1,276,- 

1.291V 

1.29 ^ 

1.276,,- 


20 

1000 

1,327^- 

1.319 

1,308^- 

1,33 

1,329 „ 

1,317 .~ 


30 

1000 

1,343 ^ 

1,338 

1,325 

1.343 ^ 

1,347 - 

1,338 ^> 


60 

1000 

1,352,. 

1.342 ^ 

1,34 ^ 

1,351 y 

1,358 ^ 

1,351^- 


120 

1000 

1,353 ^ 

1.349 ^ 

1,343 ^ 

1.358 ^ 

1,359 ^- 

1,347 ^ 




















































RESULTATS EN % DISSOUS 


IhMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE5 

OFHUIE6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

81,77 

82,01 

82,01 

81,67 

82,15 

81,32 

81,46 

0.34 

0,42 

15,0 

89,63 

89,79 

89,92 

89,02 

90,06 

89,99 

89,02 

0,48 

0,54 

20,0 

92,64 

93.01 

92,45 

91,68 

93,22 

93.15 

92.31 

0,60 

0,65 

30,0 

94,30 

94,58 

94,23 

93,32 

94,58 

94,86 

94,22 

0.54 

0,57 

60,0 

95,46 

95,67 

94,97 

94,82 

95,61 

96.09 

95,59 

0.47 

0,50 

120,0 

96,10 

96,21 

95,93 

95,49 

96,56 

96,63 

95,78 

0,45 

0,47 

0,0 










0,0 










0,0 










0,0 










0.0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CF1.I.ULE 6 

ecart type 

CV 

0,0 

0 

0 

. 0 

0 

0 

0 

0 



10,0 

130,83 

131,22 

131,22 

130,67 

131,44 

130,11 

130.33 

0.54 

0,42 

15,0 

143,41 

143,66 

143,88 

142.43 

144,10 

143,98 

142,43 

0,78 

0,54 

20,0 

148,22 

148.82 

147,93 

146,70 

149,15 

149,03 

147,69 

0,96 

0.65 

30,0 

150,88 

151.33 

150,77 

149,31 

151.34 

151,77 

150,76 

0,86 

0,57 

60,0 

152,74 

153.08 

151,96 

151,71 

152,97 

153.74 

152,95 

0.76 

0,50 

120,0 

153,76 

153,94 

153,48 

152,79 

154,50 

154,61 

153,25 

0,72 

0,47 

0,0 










0,0 










0,0 










0,0 










0,0 










0,0 












quantite dissoute 



60 
temps 


80 


120 


no pe.c^.?-?- 


h/kJ 

O9.07.97 99:54:38 •> 

8.86 g - . .. 

229.57 g 7^ . ; < 

9.00 g 

2613.5 g A^>lr^ 

0.00 q 

P 



) 


«4?C?C; . . /. '; ; 


0.00 g 
229.57 g Tcl^ 
9.00 g 

2917.6 g 
0.00 g 

3147.2 g {bfuA- 
: 89.07.97 18:10:32 

0.00 g ; Code - ftd\l 1547 

229.57 g ^ I ; 0.08 g 

0.00 g , i 143.45 g (a\rC 

2475.7 g (OtV .... : 01 00 '3 
0.00 g : ' ' 57 ' 70 g 

2705.3 g ftfccV^ 0 - 00 9 

: ■■' 261.15 g GacV- 

■ • ; fK, 


FOURNIER 1001813 
Highly Confidential 
Subject to 
Protective Order 



69.07. 97 

ID 


ID 


16:48:36 

i 


ID 


.8.08 g 
768.8 g 7^ K 
8.80 g 

1881.0 g^> 

8.88 g 
1769.8 g '\blfuV' 


8.88 g 
698.8 g 7a\t 
8.88 g 

1881.8 g lo^y 

8.88 g 
1699,8 g &VuV 


ID 


4 


8.88 g 
767.8 g % a< 

8.88 g 
1881.8 g ^Wr~ 
8.88 g 

i763.8 g \*yu)r 

5, g^^pivi^ , GfrU iaS 


8.80 g 
760.5 g Ta\^ 

0.88 g 
1881.8 g jOetr 

8.88 g 
1761.5 g uWr 


ID 


ID 


8.88 g 
753.8 g"feuC 

8.08 g 
1001.0 g AJeJ- 

8.88 g 
1754.8 9jW\- 
6 

8.88 g 
768.8 g 7a \rf 

8.88 g 
1881.8 g $eY 

0.80 g 
1761.8 3\b<l<y 


-1 


CO 1 
CD 

in 

<?« 

. x» 

a-, o 

cd o 


CD 


S £ 
CD CD 
CD CO 


CD 
CD 


0'. 


CD 

CD 


cr. 


cr. 


£ 
CD 
CD 


CD 


£ 


FOURNIER 1001814 

H '9hly Confidential 

Subject to 
Protective Order 


g>; ?s rpn 


as /of/ 97 \li{l&{.0\(Q 


0£Q3. fifty 


112 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025M 75 TPM 


.... Lambda No. Valeur E 


® 290.0 
<£> 290.0 


1 

2 


-0.0000.1 ; 
-0.Q004_1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


1 
2 
3 
4 
5 
6 


0.0010.1 
0.0005_1 
0.0006_1 
0.0007_1 
0.0003_1 
0.0004 1 


290.0 . , 

290.0*° 

290.0 

290.0 

290.0 

290.0 

290.0. < 

290.0^ 

290.0 

290.0 

290.0 

290.0 


7 
8 
9 
10 
11 
12 
IT 
14 
15 
16 
17 
18 


0.92103 
0.9154_1 
0.9103_1 
0.9113.1 
0.9063.1 
0.9098 1 ' 
1.091211 
1.1013.1 
1.0968.1 
1.0826_1 
1.0832_1 
1.0792 1 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


19 
20 
21 
22 
23 
24 


290. Oav 
290.0 
290.0 
290.0 
290.0 
290.0 
290.0, , 
290. 0*> 
290.0 
290.0 
290.0 
290.0 


25" 

26 

27 

28 

29 

30 

"3T 
32 
33 
34 
35 
36 


29U.O^ , 3/ 


290.0^ 
290.0 
290.0 
290.0 
290.0 


38 
39 
40 
41 
42 


290.0 
290.0 
290.0 
290.0- 
290,0 
290.0 


43 
44 
45 
46 
47 
48 


290.0 „ > 49 


1.1735.1 
1.1761_1 
1.1763.1 
1.1634.1 
1.1697.1 
1.1688 1 
1.2463.1 
1.2539.1 
1.2517.1 
1.2389.1. 
1.2471.1. 
1.2452.1 , 
• 1.2704.1 
1.2774.1 
1.2783.1 
1.2669.1 
1.2803.1 
1.2711.1 
1.2850.1 
1.2912.1 
1.2948.1 
1.2826.1 
1.2919.1 
1.2856 1 
1.2923.1 
1.2986.1 
1.3045.1 
L 2900.1 
1.2933.1 
1.2934.1 


290.0 
290.0 
290.0 
290.0 
290.0 


50 
51 
52 
53 
54 


1.3125.1 
1.3130.1 
1.3248.1 
1.3105.1 
1.3107.1 
1.3181 1 


07-09-1997 


mm 


15:17' ; -|jl 

. . . -ifm 


■■;:M 


FOURNIER 1001815 
H '9hly Confidential 

Subject to 
Protective Order 



DISSOLUTION 


CONDITIONS *T MODES OPERATORS 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
09/07/97 
GAL 233 GAL 091^ 
290 nm ^ 
2^ 


13 


m:\comrnun\glrKftraitdon\distem5 
date edition:, le 06/02/97 


TITRE : l_F 178 TER RG 2395/01 a 14 KG LSNa 0.025M 75 tpm 

N° CAHIER : LF 178TERn°2p 110^ 

FICHIER : M\commun\gtnq\donnbase\U178ter\d(SSolution\k)t 2395RG01 1 4 kg 0.025M 75tpm 

ELUANT : LSNa 0,025 M ^ 

AGITATION: 75 TPM ^ 


PREPARATIO N nFS PCHANTILLONS 


masse theorique 

160 

dosage theoriqut 

160 


en mg. 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 j 


FOURNIER 1001816 

Highly Confidential 

Subject to 
Protective Order 


volume preleve en ml 

5 





TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

0,921^ 

0,915 _ 

0,91 ^ 

0,911 — 

0,906 — 

0,91 ^ 

15 

1000 

1,091 — 

1,101 ~- 

1,097 — 

1,083.- 

1,083 ^ 

1,079^- 

20 

1000 

1.174 ^ 

1,176 - 

1.176^- 

1,163^ 

1,17^- 

1,169— 

30 

1000 

1,246 

1.254^- 

1,252^ 

1,239—- 

1.247^- 

1.245 — 

40 

1000 

1,27^ 

1,277 

1,278 ^ 

1,267^ 

1,28,-* 

1,271 — 

50 

1000 

1,285 ^ 

1,291 

1,295- 

1,283 

1,292— ' 

1,286 X 

60 

1000 

1,292^ 

1,299 s 

1,305 ^ 

1,29 ^ 

1,293^ 

1,293 S 

; 120 

1000 

1,313^ 

1.313 ^ 

1,325 — 

1,311^- 

1.311 ^ 

1,318 — 









i 








: . _ 
















; RESULTATS EN%DISSO 

us 

? TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10.0 

63,34 

63,96 

63,54 

63.19 

63,26 

62,92 

63,19 

0.36 

0,57 

15,0 

75,94 

76,08 

76.78 

76,50 

75,52 

75,52 

75,25 

0)61 

0,80 

20,0 

82,04 

82,23 

82,37 

82.36 

81,46 

81,94 

81,87 

0,35 

0,43 

30,0 

87,71 

87,63 

88.19 

88,05 

87,14 

87,69 

87.55 

0,38 

0,43 

40,0 

90,00 

89,73 

90,22 - 

90,29 

89,51 

90,42 

89,79 

0,36 

0,40 

. 50,0 

91,47 

91,22 

91,64 

91,91 

91,06 

91,70 

91,28 

0,33 

0,36 

| 60,0 

92,38 

92,15 

92,64 

93,06 

92,00 

92,21 

92,21 

0,40 

0,43 

120,0 

94.21 

94,06 

94,07 

94,90 

93,90 

93,91 

94,39 

0,38 

0,41 

0,0 










0,0 










0,0 










0,0 












120 


quantite dissoute 






40 


60 
temps 


80 


100 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

. 0 

0 

0 



10.0 

101,35 

102,33 

101,67 

101,11 

101,22 

100,67 

101,11 

0,58 

0,57 

15.0 

121,51 

121,73 

122,84 

122,39 

120,84 

120,84 

120,39 

0,98 

0,80 

20,0 

131.26 

131,56 

131,79 

131,78 

130,33 

131,11 

130,99 

0,57 

0,43 

30,0 

140,34 

140,21 

141,11 

140,88 

139,42 

140,31 

140,09 

0,60 

0,43 

40,0 

143,99 

143.57 

144.36 

144,46 

143,22 

144,67 

143,67 

0,58 

0,40 

50,0 

146,35 

145.95 

146,62 

147,06 

145,70 

146,71 

146,04 

0,53 

0,36 

60,0 

147,80 

147,44 

148,23 

148,89 

147,19 

147,54 

147,53 

0.64 

0,43 

120,0 

150,73 

150,49 

150,51 

151,84 

150,24 

150,26 

151.03 

0.61 

0,41 

0,0 










0,0 










0,0 










0,0 












120 


ft/tea. 



•Be 


17.07.97 . 15:45:26 
0.88 9 

448.35 g 

8.00 g 
3587.7 g 

0.00 g 
3956.0 g fcncV 

0.00 g 
449.72 g^ 

8-06 g 

3539.7 s $)e\r 

8.08 g 

0-00 g 
449.96 sTct^ 
0.00 g 

3614.7 sfOdr 

9,00 q 
4Q64.6 g 


449.68 q ^ 


8.89 g 
2187.9 q 


2557.5 q 


-f- 


1- 


,UM\. \Md:L.ecc, ck.\ £> 


17.07.97 16:01:56 
Code 1547 

0.08 g " 
9.00 g 

92^g ijy^ 

92.11 g }0e>r 
9.08 g 
235.34 g ftftJr 


'hi 


• -48 


m 


y ...i 


i 


L-LL1 


r---rr 


FOURNIER 1001817 
Highly Confidential 
Subject to 
Protective Order 


Mm 


2: 



C&l cj^SSDl^rj-oo^ bc^ G$C 


115 


17.87.97 16:22:81 
S.Qy g 


4 


t 


760.9 g TciKi 
8.00 g 

1801.0 g jOelr- 

0.09 g 
"61-5 g ftfiJh 

0.00 g 

753.0 g ~tcXX^ 
0.00 g 

1001.0 g 

8,08 q 
1754.0 g R?V2o\n 


3 


4 


9.98 g 

767.8 g Xat^C 
0.00 g 

1001.9 g /Oe\f- 
0.00 g 

1768.0 g fytic\r 

8.60 g 
693.3 g^^ 
8.80 g 

1601.8 g fOeSr 
0.08 g 

1699.9 g fyxioY 


it 


H 

i 


r- 

0.' 

r ~ o 
-<-< o 


o to 


rn o~, 

1^- 


CO 

r- 


a" 


9^ 


8.08 q 
763.3 g ^ 
0.90 g 

8.88 g 
1769.9 g ^?\7c\r 

8. 80 q 

768.5 
8.80 q 

8.88 g 

/t 


0, 5o -Tfn Acj&ibty m^.oq^ 


FOURNIER 1001818 

Highly Confidential 
Subject to 
Protective Order 


116 5>, ^cfo^uz. 


LF 178 TER LOT C0197 0.025M 50TPM 


k 


if 


Lambda No. Valeur_E 


290. 
290. 

m. 

290, 
290, 
290. 
290. 
290. 


0 1 

0 2 

TJ— T 
0 ° 4 

0 5 
0 6 
0 7 

0 8 


290. 
290. 
290. 
290. 
290. 
290. 


11 
12 
13 
14 


290. 
290. 
290. 
290. 
290. 
290. 


0X15 
0 ° 16 
0 17 
0 18 
0 19 
0 20 


290. 
290, 
290, 
290, 
290, 
290, 


0, . 21 

Q io 22 

0 23 

0 24 

0 25 

0 26 


290. 
290, 
290, 

: 290. 

_ 290. 
290, 
290" 
290, 
290. 
290. 

- 290 
... 290. 

m. 

290.. 
290. 

- 290 

. 290. 
. . 290 


0^ 28 


29 
30 
31 
32 


0/< 33 
0*° 34 
35 
36 
37 
38 


0^' 39 
0^ 40 


41 
42 
43 
44 


.290 
290 
290 
290 
290 
.290 

m 

290 
290 
290 
290 
290 


.0/ V 45 
0 60 46 
.0 47 
.0 48 
.0 49 
0 50 


52 

.0 53 
.0 54 
.0 55 
.0 56 


0.0000 
0.0007. 


XUDT5" 
0.0026 
0.0023 
0.0039 
0.0024 
0.0018 
0.7371 
0.6970 
0.7902 
0.8261 
0.7324 
0.7873 


1.0044 
0.9964 
1.0403 
1.0540 
1.0167 
1.0546 


1.1534 
1.1590 
1.1729 
1.1795 
1.1691 
1.1971 


1.2695 

1.2789" 

1.2841 

1.2787 

1.2862 

1.3077 


1.3335. 

1.3380 

1.3225 

1.3410" 

1.3497" 


1.3502 
1,3602 
1.3656 
1.3427 
1.3662 
1.3779 


TT3W 
1 : 3783 
1.3868" 
1.3581 
1.3810 
1.3854 


1.4U18 
1.4052 
1.4233 
1.3928 
1.4169 
1.4100 


07-18-1997 10:35 
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DISSOLUTION 


m:\commun\glnq\traitdon\distem 5 
date edition: 1e 06/02/97 


rriNblTIONS ET MQDESOPERATOIR^S 

OPERATEUR: D.LECRIT 

DATE: 18/07/97 / 

APPAREIL: GAL 233 GAL 091^ 

Longueur d'Onde : 290 nm / 

CUVE en mm: 2 


f>P FP A Ft ATIQM ™* Ff^ANTILLONS 


T1TRE : LF 178 TER tot C0197 LSNa 0.025M 50 tpm 

N° CAH1ER : LF 178 TER n°2 p 1 14 ,/* 

FICHIER : M\commumglnq\donnbase\Lf 178ter\dissolution\Jot C01 97 0.025M 50tpm 

ELUANT : LSNa 0,025 M ^ 

AGITATION : 50 IPUy 


.masse de la prise d'essai 
.quahtite de principe actif 


masse theorique 

160 

en mg / 




dosaqe theorique 

160 










CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160.00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 | 


FOURN^^ 1001820 
. wghly Confidential 
Subject to 
Protective Order 


volume preleve en ml 

5 






: TEMPS 

volume en mi 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

• 10 

1000 

0,737 S 

0,697 ^ 

0,79 ■ 

0,826 

0,732 

0,787^- 

15 

1000 

1,004/ 

0,996 

1.04 

1,054 

1,017^ 

1,055 

■ 20 

1000 

1.153^ 

1,159 

1,173 s- 

1,18 ^ 

1,169 

1,197 ^ 

30 

1000 

1,27 ^ 

1,279 r 

1,284 s 

1,279 / 

1,286 ^ 

1,308 ^ 

40 

1000 

1,322.^ 

1,334 ^* 

1,338 - 

1,323^ 

1,341 ^ 

1,35^- 

50 

1000 

1,35,-- 

1,36 ^- 

1,366 ^ 

1,343^ 

1,366 ^ 

1,378 ✓ 

60 

1000 

1,367 ^ 

1,378 >" 

1 ,387 ^ 

1,358 ^ 

1,381^ 

1,385 ^ 

120 

1000 

1,402 

1,405^ 

1,423 " 

1,393 x 

1,417 s 

1,41 " 

































RESULT ATS EN % DISSO 

us 





TEMPS 

MOYENNE 

CBXULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

52,88 

51,18 

48,40 

54,86 

57,36 

50,83 

54,65 

3,29 

6,23 

15,0 

71,63 

69,98 

69.41 

72,50 

73,48 

70,88 

73.54 

1,79 

2,50 

20,0 

82,00 

80,67 

81,07 

82,09 

82,60 

81.79 

83,76 

1.11 

1,35 

30,0 

90,22 

89,20 

89,81 

90,21 

89,88 

90,32 

91,89 

0,91 

1,01 

40,0 

94,16 

93,25 

94,07 

94,41 

93,38 

94,58 

95,26 

0,76 

0,81 

50,0 

96,42 

95,65 

96,34 - 

96,81 

95,23 

96.79 

97,67 

0.88 

0,91 

: * 60,0 

97,97 

97,30 

98,06 

98,75 

96,74 

98,30 

98,64 

0,79 

0,81 

.120,0 

100,69 

100,21 

100,42 

101,73 

99,64 

101,28 

100,85 

0,76 

0,75 

0,0 










0,0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV 

\ ■ " 6,0 

0 

0 

0 

0 

0 

0 

0 



••...v.. ..\ , 10,0 . 

84,61 

81,89 

77,44 

87,78 

91,78 

81,33 

87,44 

5,27 

6,23 

. ■ 15,0 

114,61 

111,97 

111,05 

115,99 

117,57 

113.41 

117,66 

237 

2,50 

/ 20,0 

131,20 

129.08 

129,72 

131,35 

132,16 

130,86 

134,02 

1.77 

1,35 

, .30.0 

144,35 

142,72 

143.70 

144,34 

143,81 

144,51 

147,02 

1,45 

1,01 

40,0 

150,65 

149,20 

150.52 

151,05 

149,41 

151,34 

152,42 

1,22 

0,81 

r ; ; 50,0 

154,27 

153,05 

154.15 

154,90 

152,37 

154,86 

156,28 

1,41 

0,91 

■', - 60,0 

156,74 

155,69 

156.90 

158,00 

154,78 

157.28 

157,82 

1,27 

0.81 

• 120,0 

161,10 

160.34 

160.67 

162,77 

159,42 

162,05 

161,37 

U21 

0,75 

•:/. ■ 0,0 










• - /■ W 










o;o 










■\ o,o 











% dissous 


.150:00 T 



60 
temps 


— r— 

80 


— I — 
100 


120 


^'W^i-'-^ 


quantite dissoute 



-ii 



t. 



18.07.97 11:93:02 
0.88 g 


4 


767.3 g 
8.00 q 

1901.1 g /Udlr 

6.00 g 
1768.4 g fyzdr 


0.98 g 
. 769.1 S Tcl\j^ 
0.00 g 

1001.9 g J\} e y~ 

0.00 g 


1779. 1 g 


'iM^c dM Mx s& c£tW^\o^ but QUI e&S 

'Mi 

■ \ % 


9j 0.00 g 
0.09 g 

1081.0 sK}$r 

8.00 g 
0.80 g 
0.09.g 

1001.0 3 A)dr 

0.00 g 



5 


0.60 g 
760.8 g "7^- 
0.00 g 
1001.9 g/U?Y~ 
0.90 g 

^ 0.00 g 

699.1 g 1^ 
0.00 g 

I©©!.© s/OdsT 

0.08 g 


'6 


■h-'r. 


FOURNIER 1001821 


a-. 


cm 

CM 

r - 


rri eft 


CM 


<3j 

CD 


a*. 

m:> 


r~ 
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CM 

i±" cm 
r- 


T- , -brains 



LF 178 TER LOT C0197 0.025M 90TPM 


5. 


Lambda No. Valeur_E 


290.0 
290.0 


290TO 
290.0 
290.0 
290.0 
290.0 
290.0 


l 

2 

T 

4 
5 
6 
7 
8 


290.0.. 9 
290.0'^ 10 


290.0 
290.0 
290.0 
290.0 


11 
12 
13 
14 


290. 0 J£ > 
290. (T^ 
290.0 
290.0 
290.0 
290.0 


2lO 
290.0 
290.0 
290.0 
290.0 
290.0 


15 
16 
17 
18 
19 
20 


to 


7T 

22 
23 
24 
25 
26 


290.0 ^ 2/ 


290.0 
290.0 
290.0 
290.0 
290.0 


28 
29 

: 30 
31 
32 


290.0 , / 33 


290.0 
290.0 
290.0 
290.0 
290.0 


34 
35 
36 
37 
38 


290.0 '39 
290.0 ^ 40 


290.0 
290.0 
290.0 
290.0 


41 
42 
43 
44 


290.0 /y 

290. 0* 7 

290.0 

290.0 

290.0 

290.0 


45 
46 
47 
48 
49 
50 


0.0000_1 
0.0007_ 1 
XTJOTO 
0.0020_1 
0.0014_1 
0.0012_1 
0.0022_1 
.0.0010 1 


0.9608_1 
0.8565.1 
0.755U 
0.7711_1 
0.9355_1 
0.9723 1 


1.1790^1 
1.1223_1 
1.0645_1 
1.0810_1 
1.1657_1 
1.1714 1 


1.2838.1 
1.2463_1 
1.2074_1 
1.2238U 
1.2734_1 
1.2626_1 


1.3/27_1- 
1.3500_1 
1.3170_1 
1.3355_1 
1.3591.1 
1.3471 1 


1.4115J1 
1.3832_1 
1.3602_1 
1.3683_1 
1.3912_1 
1.3783 1 


1.4216_1 
1.4021_1 
1.3742_1 
1.3913_1 
1.4020_1 
1.3902 1 


1.4293_1 
1.4135_1 
1.3848_1 
1.3878_1 
1.4064_1 
1.3986 1 


07-18-1997 14:16 
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DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 



m:\commun^lnq\!raitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVEen mm: 


D.LECRIT 
18/07/97^ 
GAL 233 GAL 091,/ 
290 nm/ 
2 


TITRE : 
N* CAHIER : 
FICH1ER : 
ELUANT : 
AGITATION : 


LF 1 78 TER lot C01 97 LSNa 0.025M 90 tpm ' 
LF 178TERn*2p 118 ^ 

M\commun\glnq\donnbase\Lf178tertdissolution\Jot C0197 0.025M 90tpm 
LSNa 0,025 M ^ 
90 TPM _ 


PREPARATION PES ECHANTILLONS 


masse theorique 

160 

dosage theoriqus 

160 


enmgy 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d'essai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantite de princtpe actif 

160,00 

160,00 

160,00. 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 \ 


FOURNIER 1001823 

Highly Confidential 
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volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

0,961^ 

0,857--" 

0,755 

0,771 ^ 

0,936^- 

0,972^ 


15 

1000 

1,179 ^ 

1,122 ^ 

1,065 ^ 

1.081 ^ 

1.166^- 

1,171 ^ 


20 

1000 

1.284 ^ 

1,246 

1,207^ 

1,224^ 

1,273,^ 

1,263 - 


30 

1000 

1,373 ^ 

1.35 ^ 

1,317 ^ 

1.336 ^ 

1.359 1 

1,347^ 


40 

1000 

1,412.^ 

1,383 

1.36 ^ 

1.368 ^ 

1,391 ^ 

1,378^- 


50 

1000 

1.422 — 

1,402 

1,374 ^ 

1,391^ 

1.402 ^ 

1,39^- 

60 . 

1000 

1.429 ^ 

1,414 f 

1,385 

1.388 ^ 

1,406 

1,399 ^ 









































RESULTATS EN%DISSO 

US' 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

60,79 

66,74 

59,51 

52,43 

53.54 

65,00 

67,50 

6,67 

10,97- ; 

15,0 

78,82 

82,21 

78,21 

74,22 

75,34 

81,30 

81,66 

3,44 

4,37 . 

20,0 

87,47 

89.91 

87,21 

84.45 

85,64 

89,13 

88,45 

2,11 

2,41 

30,0 

- 94,67 

96,54 

94,87 

92.51 

93,85 

95,55 

94,72 

1,39 

1,47 

40,0 

97,57 

99,72 

97,63 

95,95 

96,53 

98,24 

97,34 

1,33 

1,36 

50,0 

99,08 

100.91 

99,43 

97,40 

98,60 

99,49 

98.66 

1,17 

1.18 

60.0 

100,03 

101,89 

100,75 

98.64 

98,88 

100,25 

99,76 

1,21 

1.21 

0,0 










0.0 










*. 0.0 










0,0 










0,0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

OR 1 ULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

97,26 

106,78 

95,22 

83,89 

. 85,67 

104,00 

108.00 

10,66 

10,97 

15,0 

126,12 

131,53 

125,14 

118,75 

120,54 

130,08 

130,65 

5.51 

4i37 

20,0 

139,95 

143,86 

139,54 

135,12 

137.03 

142,61 

141,52 

3,37 

2.41 

30.0 

151,48 

154,46 

151,79 . 

148,02 

150,15 

152,88 

151,56 

2,22 

1,47 

40,0 

156,11 

159,55 

156,21 

153,52 

154,45 

157,19 

155.75 

2,13 

1,36 

50.0 

158,53 

161,45 

159,09 

155,84 

157,77 

159,18 

157,85 

1,87 

1.18 

60,0 

160,05 

163,02 

161,20 

157,82 

158,21 

160,40 

159,62 

1,94 

1,21 

0.0 










0,0 










0,0 










0,0 










0,0 











% dissous 



30 
temps 


40 


50 60 


quantite dissoute 



10 


20 


30 
temps 


50 


60 


\h nipt 


if* 

M 


if 


21.87.97 . 07:58:12 
0.88 g 


443.25 g X(X K 

0.88 q 

3548.7 g AJ&^~ 

8.68 q 

3996.9 g ^brtc-^ 

0.80 q 

449.33 g (cX\Q 
8.00 g 

3497.1 g /l^V" 
0.80 g 

0.60 g 

449.43 g ^IVT 
8.00 g 

3522.6 g l\)&V~ 
8.08 g 

8.00 g 
449.63 g fct^ 
8.88 g 
2549.2 g hl&^T 
8.88 g 


£,? -t % 35£ £;6 -f 2 * <V3^A 


21.07.97 68:17:03 
0.80 g 

143.22 g "7^.1^ 

0.00 g 

94.60 g A^l- 

9.00 g 

237.83 i'd)VhY~ 
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... 



21.07.97 98:55:18 
8. 8u g 


A 


767.2 g 7a^e 

8.88 g 

1881.8 g ^gj,- 

0.08 g 

1768.2 g ?On<y 

0.88 g 

768.8 g ^ k 

0.89 g 

1081.8 g Aj^W 

8.80 g 

1761.8 g 6^ 


3 


8.88 q 
768.5 g 7c*^ 
8.88 g 
i 09 1.0 g AJczIt" 

8.88 g 
1761.5 g 5^V- 

0.88 g 
768-8 g Tci^e 
8.80 g 
1Q81.8 g AJ^V- 

8.88 g 
1769.8 q ?DYu\T 


5 


#1 


0.88 q 

753.8 g 7Ja^ 
8,88 g 

1081.8 g f\)^ 

8.88 g 

1754.8 g ft^cU 
^ 8.88 g 

698.3 g ]^t( 

6.88 q 

1881.8 g 
8.88 g 
1699.8 g fel^Jlr 


'3j K> 
'31' lO 


a 


FOURNIER 1001825 1 

H »9h/y Confidential 

Subject to 
Protective Order 


m 
mi 



LF 178 TER LOT C0197 LSNA 0.025 M 120 TPM 


•if 
St 


id 


07-21-1997 11:02 


Lambda No. Valeur_E 


290.0 
290.0 


1 0,0000 

2 0.0007 


1 ^/khjero A* Ifev 


290.0 , 0 
290.0 ° 

3 

0.0015 1 

4 

0.0012 1 

290.0 

5 

0.0023 1 

290.0 

6 

0.0008 1 

290.0 

7 

0.0015 1 

290.0 

8 

0.0010 1 


290. Oy. 

290.0^ 

290.0 

290.0 

290.0 

290.0 


9 
10 
11 
12 
13 
14 


290.0 ' 

290.0^ 

290.0 

290.0 

290.0 

290.0 


290.0 
290.0 
290.0 
290.0 
290.0 
290.0 


16 
17 
18 
19 
20 
7T 
22 
23 
24 
25 
26 


1.0002 

1.0016 

0.9118 

0.9798 

1.0057. 

0.9144 


1.2003 
1.2040 
1.1608 
1.1826 
1.1932 
1.1604. 
"05E9" 
1.2934 
1.2777 
1.2765 
1.2913 
1.2718 


290.0 a ^i 

290.0^ 

290.0 

290.0 

290.0 

290.0 


27 
28 
29 
30 
31 
32 


290.0/ , 

290. O^ 

290.0 

290.0 

290.0 

290.0 


33 
34 
35 
36 
37 
38 


1.3701 

1.3678 

1.3747 

1.3582. 

1.3689 

1.3555 

1.3949. 
1.4103 
1.3835 
1.3996 
1 . 3868 


290.0^. 
290.0^ 
290.0 
290.0 
.290.0 
290 0 


39 
40 
41 
42 
43 
44 


1.4061. 
1.4245 
1.3931 
1.4078. 
1.4063, 


290. 0^, 

290.0^ 

290.0 

290.0 

290.0 . 

290.0 


45 
46 
47 
48 
49 
50 


V 


1.4194 
1.4075 
1.4310 
1.4011. 
1.4112. 
1.4119 


FOURNIER 1001826 
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21.07.97 11 s 11 = 14 

0.Q0 q 


A 


.6 g (a 


3 


5 


■if- 


0.88 g 


9-00 g 
9.80 g 

1081.0 sKkV 

0.00 g 


4 


0.09 g 
753.6 gTj^ 

0.00 g 
1001.Q g /l)^- 

0.00g 
"54.6 9 h«<\f 


m 


G 


0.00 g 
769 " 3 9?^ 
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a-. 


III "i.r";; ; . . .5b 

0 : 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025 M 50 TPM 


Lambda No. Valeur_E 


& 



290.0 
290.0 


1 

2 


-0.0000_1 
0.0007 1 


290.0 , . 
290. O^ 

9 

0.7969 1 

10 

0.7814 1 

290.0 

11 

0.7834 1 

290.0 

12 

0.7716 1 

290.0 

13 

0.7999 1 

290.0 

14 

0.7725 1 

290.0^' 
290.0^ 

15 

0.9906 1 

16 

0.9809 1 

290.0 

17 

0.9887 1 

290.0 

18 

0.9941 1 

290.0 

19 

1.0035 1 

290.0 

20 

0.9833 1 


290.0^ 


290.0 
290.0 
290.0 
290.0 
290.0 ay 27 
290.0 28 


21 
22 
23 
24 
25 
26 


290.0 
290.0 
290.0 
?Qfl n 


29 
30 
31 


1.0910_1 
1.0909_1 
1.0910_1 
1.1049_1 
1.1027.1 
1.0912,1 
1.1816.1 
1.1881.1 
1.1871.1 
1.2090_1 
1.2015.1 
i iq?n i 


07-21-1997 . 14:57 


290.0 ^ 
290.0 u 

3 

o.oon i - ■ ■ ■ ■ ' ' 

4 

0.0010 1 ■ ■ • • ; 

290.0 

5 

0.0009 1 . ■ •- -I .-" - - ■ - ■ , 

290.0 

6 

0.0016 1 ; , : . ■ .. . 

290.0 

7 

0.0017 1 ' 

290.0 

8 

0.0010 1 , 


I ; 

X 


FOURNIER 1001828 

Highly Confidential 

Subject to 
Protective Order 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025 M 50 TPM 




Lambda No. Valeur_E 


290 
290 


.0 
.0 


290 
290 
290 
290 
290 
290 
290 
290 
290 
290 
290 
290 


.0 U 4 

.0 5 

.0 6 

.0 7 

.0 8 


10 

.0 11 
.0 12 
.0 13 
.0 14 


290. 
290. 
290. 
290. 
290. 
290. 


22 
23 
24 
25 
26 


290. 
290. 
290, 
290. 
290. 
290. 


0^' 27 
0^ 28 


29 
30 
31 
32 


290 
290 
290 
290 
290 
290 


,0, . 33 
0^ 34 
0 • 35 
0 36 
0 37 
0 38 


290. 
290. 
290. 
290. 
290 

m 


290. 
290. 
290. 
290. 
290. 
290. 


Q 5e> 39 
0^ 40 

0 41 

0 42 

0 43 

D 44 


0^. 45 
0 46 
0 47 
0 48 
0 49 
0 50 


290. 
290. 
290. 
290. 
290. 
290. 


0 53 

0 54 

0 55 

0 56 


-0.0000_1 
0.00071 


0.0011_1 
0.0010_1 
0.0009_1 
0.0016_1 
0.0017_1 
0.0010 1 


0.7969_1 
0.7814.1 
0.7834_1 
0.7716.1 
0.7999_1 
0.7725 1 


290.0 /,' 
290.0"^ 

15 

0.9906 1 

16 

0.9809 1 

290.0 

17 

0.9887 1 

290.0 

18 

0.9941 1 

290.0 

19 

1.0035 1 

290.0 

20 

0.9833 1 


1.0910.1 
1.0909_1 
1.0910_1 
1.1049_1 
1.1027_1 
1.0912_1 


1.1816.1 
1.1881_1 
1.1871_1 
1.2090_1 
1.2015_1 
1.1920_1 


1.2239 J. 
1.2239.1 
1.2297_1 
1.2496_1 
1.2451_1 
1.2308, 1 
1.2S02.1 
1.2545.1 
1.2568_1 
1.2793_1 
1.2710_1 
1.2560, 1 
1.2603.1 
1.2696.1 
1.2744_1 
1.28951 
1.2800.1 
1.2703 1 


1.3128.1 
1.3152_1 
1.3244.1 
1.3489.1 
1.3275.1 
1.3175 1 
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DISSOLUTION 


CONDITIONS ET MODES OPERATOIRF^ 


m:\commun\gtno^traitdon\djstem5 
dale Edition: le 06/02/97 


OPERATEUR : DXECRIT 

DATE: 21/07/97^ 
APPAREIL: GAL 233 GAL 091 ✓ 
LONGUEUR D'ONDE : 290 nm / 

CUVE en mm: 2 " 


TITRE : 
W CAHIER : 
FICHIER : 
ELUANT : 
AGITATION : 


LF 178 TER lot RG 2395/01 14 kg LSNa 0.025M 50 tpm ' 
LF178TER n°2p124 S 

MV;ommun\g!nq\donnbase\Lf 178tertdissolution\lot RG 2395/01 14 ka 0 02SM 
LSNa 0,025 M y ."«™wipm 

50 TPM s 


PREPARATI ON PES ECHANTf l I f)MQ 


masse th6orique 

160 

dosage theorique 

160 


masse de la prise d'essai 
quanlite de principe actrf 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CFM.ULE 5 

CELLULE 6 I 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 J 


Temoin 100mg/l ) 0,900 "| 


SUM DE LA DISSOLUTION 

volume prelev6 en ml 


FOURNIER 1001830 

H '9%Confiden«a/ 

Subject to 
Protective Order 


TEMPS 
0 


15 


20 
30 


50 
60 
120 


volume e n ml 
0 


1000 


1000 
1000 


1000 
1000 


1000 
1000 
1000 


CELLULE 1 
0 


0,797.^ 


0,991 
1,091. 


1,224. 


1,25 .„ 
1,26 
1.313 


CELLULE 2 
0 


0,781 , 
0,981 . 


1,091 


1,188 
1,224 


1,255 ^ 
1,27 ^ 
1,315 ^ 


CELLULE 3 


0,783 . 


0,989.. 


1,091 . 


1,187, 


1,23 


1,257 
1,274 
1,324 


CELLULE 4 


0 

0.772 


0,994 


1,105 


1,209 , 
1,25 - 


1,279 
1,29 , 
1.349 . 


CELLULE 5 


0 

0,8 ^ 


1,004 . 


1,202 , 
1.245 


1,271 . 
1,328 


CELLULE 6 


0 

0.7Z3 


0.983^ 
1,091 . 


1,192 
1,231 


1,256 
1,27 , 
1,318 



2: 


DISSOLUTION 


m;\ccwnmun\g[nq\traitdon\distem5 
date edition: le 06/02/97 


CONDITIONS FT MOPES OPERATOIRES 


OPERATEUR : 

D.LECRIT 


TTTRE : 

LF 178 TER lot C0197 LSNa 0.025M 120 tpm . 

/ 

DATE : 

21/07/97,^ 

N" CAHIER : 

LF178TERn°2p121^ 



APPAREIL : 

GAL 233 GAL 091/ 

FICHIER : 

M\commun\glnq\donnbase\Lf 178ter\dissolutiomlot C0197 0,025M 120tpm 

LONGUEUR DONDE : 

290 nm 

s 

ELUANT : 

LSNa 0,025 M /> 



CUVE en mrn: 

2 


AGITATION : 

120 TPM ^ 




PREPARATION DES ECHANTILLONS 








masse theorique 

160 

en mg ^ 





dosage theorique 

160 




masse de la prise d'essai 
quantite de principe actif 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

FOURNIER 1001831 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 . 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100rog/l | 0,900 | 


Subject to 
Protective Order 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 



0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1 ^ 

1,002^ 

0,912 ^ 

0,98 ^ 

1,006 

0,914-- 


15 

1000 

1,2 ^ 

1,204^- 

1,161 

1,183 -~ 

1,193 — 

1,16 


20 

1000 

1.297,^ 

1,293 ^~ 

1,278^- 

1,277 — 

1,291 ^ 

1,272 — 

30 

1000 

1.37 w , 

1,368 ^ 

1,375 

1,358 ^ 

1,369 

1,356 

40 

1000 

1.4 

1,395 

1.41 ^ 

1,384 

1,4 ^ 

1,387 

50 

1000 

1,415 

1,406 

1,425 

1,393 ^ 

1,408 ^ 

1.406 

60 

1000 

1,419^- 

1,408 ^ 

1.431 ^ 

1,401 f 

1,411 ^ 

1,412 









































RESULTATS EN%DISSO 

US 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

cv 

0,0 

0.00 

0 

0 

0 

0 

0 

0 



10,0 

67,29 

69,44 

69,58 

63.33 

68,06 

69,86 

63,47 

3,08 

4,57 

15.0 

82,52 

83,68 

83,96 

80,94 

82,49 

83,20 

80,87 

1.35 

1,63 

20,0 

89,96 

90,83 

90,56 

89,47 

89,43 

90,42 

89,05 

0.73 

0,81 

30.0 

96,05 

96,35 

96,21 

96,65 

95.50 

96,28 

95,33 

0,52 

0,54 

40,0 

98.61 

98,91 

98,56 

99,56 

97,78 

98,91 

97,95 

0,66 

0,67 

50,0 

99.99 

100,44 

99,81 

101,09 

98,88 

99,95 

99,75 

0,74 

0,74 

60,0 

100,81 

101,21 

100,44 

102,00 

99,92 

100,65 

100,66 

0,71 

0,71 

0,0> 










0,0 










0,0. 










o.o; 










o,a 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 
0,0 
10,0 
15,0 
20,0 
30,0 
40,0 
50,0 
60.0 
0,0 
0,0 
O.O 
QjP 
6,0 


MOYENNE 


107,67 
132,04 
143,94 
153,69 
157,78 
159,98 
161^0 


CELLULE 1 


111,11 
133,89 
145,33 
154,17 
158,26 
160,70 
161,93 


CELLULE 2 


111,33 
134,33 
144,89 
153,94 
157.70 
159,70 
160,70 


CELLULE 3 


101,33 
129,51 
143,15 
154,64 
159,29 
161,74 
163,20 


CELLULE 4 


108,89 
131,99 
143,09 
152.80 
156,44 
158,21 
159,88 


CELLULE 5 


111,78 
133,11 
144.67 
154,05 
158,26 
159,92 
161,04 


CELLULE 6 


101,56 
129,40 
142,49 
152,53 
156,72 
159161 
161,05 


ecart type 

4,92 
2,16 
1.17 
0,83 
1,06 


1.14 


CV 


4,57 
1,63 
0,81 


0,67 


0,71 
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21.07.37 i6:06:0A 

tfiO e, - 0Sg 

8.00 g 
3468.2 g^lr- 

0.88 g 


y q 


449.23 g fa^ 

0.88 g /Oei^ 

3609.4 g £~ 
0.00 g 

4049.6 S 


0.69 g 
449.02 g 
0.00 g 
3635.5 g^^ 
0.00 g 

8.80 g 
449. 18 g 

0.00 q 


8.08 g 


s i:nM 


a 


aw 


21.67.9? 16:22:31 
Code {Ml 1547 

. 0.38 g 

H3.22,g ^ 

0.08 q 

187.93 s^eV- 
0.80 g 

:31 - 15 9 tkidr 



"V— if 


■ I -|p 

: .;i|| lfi 

FOURNIER 1001832 ^ 
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2. 


4 


.97.57 16:43:13 
0,60 g 

699.9 g tct^ 

8.60 q 

1062.0 g J\Je)r 

0.60 q 

1761.0 g hnSr 


I 


3. ft 


0.88 g 

8.89 g 
1902.0 g /JgH 
0.88 g 

i763 -i g 6tzJlr 


v 


3 


0.00 q 

767.4 slau^ 

0.00 q 
1002.6 

0.08 q 

0.09 q 

8.80 g 
1002.B g /0^|r 

0.08 g 
1762.7 g ftuJr 


5 


8.00 g 
769. 1 g TcLisf 
0.86 g 
1082.O g /Jdr 
8.88 q 

Q 8.88 g 

753.4 g Idy^ 

0.68 q 
1882.0 g /U^lr 


0.86 q 


1755.4 g 


i*1 


YJt fTi 

to 
r- 


<3 


0"r rn 


CD 


CSC' 

r - 


CO 

r- 


0"' o~» 


r- 


03 CM 


1 1 


FOURNIER 1001833 
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r 


130, 

5* feUct-e 



LF 178 TEff LOT C 0197 LSNA 0.05M 50 TPM 


Lambda No. Valeur E 


290.0 
290.0 . 
290~ 
290.0 O 
290.0 - 
290.0 
290.0 . 
290.0 
290.0 
290. 0-*O 
290.0 
290.0 
290.0 . 
290.0 


2WU77 
290.0 
290. OS 
290.0 
290.0 
290.0 


1 
2 

~~3~ 
4 
5 
6 
7 
8 

T 

10 
11 
12 
13 
14 


290.0,' 

290:0^ 

290.0 

290.0 

290.0 

290.0 


"IF" 

16 
17 
18 
19 
20 


21 
22 
23 
24 
25 
26 


290.0 -a • 27 
290.03? 28 
290.0 29 
290.0 30 
290.0 31 
290.0 32 


-0.0001.1 
0.0001 1 . 
0.0008.1 
0.0011_1 
0.0023_1 
0.0015_1 
0.0012.1 
0.0007 1 
0.937311 
1.1462.1 
0. 8911.1 
1.0541J 
1.0825.1 
1.0588_1 
1.2M4J. 
1.3006.1 
' 1.2631.1 
1.3091.1 
1.3172.1 ; 
1.3022 1 
1.3581.1 
1.3552.1 
1.3804.1 
1.3805.1 
1.3856.1 
1.3801 1 


290.0/ » 33 
290.0^ 34 
290.0 35 
290.0 36 
290.0 37 
290.0 38 


1.4163.1 
1.3882.1 
1.4361.1 
1.4164 _\ 
1.4190.1. 
1.4281 1 


290.0 c .. 39 
290.0^ 40 
290.0 41 
290.0 42 
290.0 43 
290.0 44 


290.0 rn 45 
290.0^ 46 
290.0 47 
290.0 48 
290.0 49 
290.0 ' 50 


1.4224.1 
1.3909.1 
1,4394.1 
1.4193.1 
1.4231.1 
1.4268 1 
'1.4268 J 
1.3930.1 
1.4421.1 
1.4178.1 
1.4249.1 
1.4271 1 
1.4241.1 
1.3893.1 
1.4384.1 
1.4133.1 
1.4225.1 
1.4288 1 


07,22-1997 10: 
fi6 AtV/Aiv "j'J 
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DISSOLUTION 


pONDrpONS 5 T MODES OPERATOIRES 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR : D.LECRJT 
DATE : 22/07/97^ 
APPAREIL : GAL 233 GAL 091^, 
LONGUEUR D'ONDE : 290 nm ^ 

CUVE en mm: 2 


TITRE : 
N° CAHIER : 
FICHtER : 
ELUANT: 
AGITATION : 


LF 1 78 TER tot C01 97 LSNa 0.05M 60 tpm 
LF 1 78 TER n*2 p 1 28 / 

M\commun\gtn(^nnbase\U178teiVlissotution\lot C0 197 0.05M 50tpm 
LSNa 0,05 M ^ 
50 TPM ^ 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

160 

enmg 

dosage theorique 

• 160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 J 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

. 160,00 

' 160,00 


Temoin 100mg/l | 0,900 , [ 


FOURNIER 1001835 
Highly Confidential 
Subject to 
Protective Order 


SUIVI DE LA DISSOLUTION 


volt 

ime preleve en ml 

5 


TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

0 

0 

0 

0 

0 

0 

.0 

0 

10 

1000 

0,937^* 

1,146*-' 

0,891^ 

1,054 j< 

* 1,083 ^ 

1,059^ 

15 

1000 . 

1,254/ 

1,301^ 

1,263^ 

1.309 > 

1.317^ 

1.302^ 

20 

1000 

1,358 s 

1,355 s 

1,38 ^ 

1,381 > 

1,386 

1,38^ 

30 

1000 

1,416-- 

1,388 ^ 

1,436 

1.416 ^ 

1,419^ 

1,428 "~ 

40 

.1000 

1,422 ^ 

1,391 — 

1,439.^ 

1,419^ 

1,423^- 

1,427 _ 

50 

1000 

1.427^ 

1,393 ^ 

1,442 ^ 

. 1.418 ^ 

1,425 ^ 

1,427^- 

60 

1000 

1.424 >. 

1,389 ^ 

1.438 ..- 

1.413 

1.423 ^ 

1,429^ 










































RESULTATS EN % 


% dissous 


150,00 
100.00 


quantite dissoute 


200 




L 


A 3 4 



m 


91. 



22,67.97 11: i©: n 

0.60 g 


3 


753.4 g 7^ 


0.08 g 
1082.0 g j\)Jr 

0.00 q 
1755.4 gj^J- 

0.00 g. 
767.4 q~/a^ 

0.00 q 

1002.0 3 /[)Jr 

8.00 g 


4 


>g<Z 


VL 1 


0.00 g 

Q.00 g 

1082.1 3 /0^r 

0.00 g 

0.80 q 
6.00 q 

1002.0 g 
0.00 g 
1763.2 9 GflJ- 


J> .>4 


-r- 
r- 


© to 


CD 
CD 


r - 


CD 


r- 

*N" O 


5 


0.00 q 
0.00 q 

1092.0 9 fiJJc ;| 

0.00 q 

1771 • 2 9&tt4-j 

0.00 g 

0.00 g 

1002.0 

0.00 g 
1762 


9 g (W^ J 


FOURNIER 1001836 
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Protective Order 


■X' 

as 


IT= On 
>X> ID 

ci .rr 


(\c:u.o\,';yl 





LF 178 TER LOT C 0197 LSNA 0.05M 75 TPM 



'Am^i^^-: &&&&& 


t-t-T ' 


Lambda No. Valeur E 


290 
290 
290" 
290 
290 
290 
290 
290 


.0 1 
J) 2 

.0^4 
.0 5 
.0 6 
.0 7 
.0 8 


290 
290 
290 
290 
290 
290 


.0,, 9 
.(T° 10 
.0 
.0 
.0 
.0 


11 
12 
13 
14 


290 
290 
290 
290 
290. 
290. 
297E 
290. 
290. 
290. 
290. 
290. 
290. 
290. 
290. 
290. 
290. 
290. 
290~ 
290. 
290. 
290. 
290. 
290 


.0*6 i6 

.0 17 

.0 18 

.0 19 

.0 20 


0.0000_1 
0.0013_1 
"ODT2ZL 
0.0012_1 
0.0010.1 
0.0008_1 
0.0013_1 
0.0009 1 
1.179411 
1.1701.1 
1.0235.1 
1.1412.1 
1.1603.1 
1.1708 1 


1.3530.1 
1.3633.1 
1.3223.1 
1.3656.1 
1.3605.1 
1.3776.1 


22 
23 
24 
25 


0 26 


O 1 ^ 28 


i.4U%_l 
1.4230.1 
1.4228.1 
1.4369.1 
1.4236.1 
1.4260 1 


29 
30 
31 
32 


U / 0 . 33 
0*° 34 

0 35 
0 36 
0 37 
0 38 


1.4336.1. 
1:4509.1 
1.4603.1 
1.4628.1 
1.4534.1 
1.44831 


290. 
290. 
290. 
290. 
290. 
290. 


0^ 40 


1.4336.1 
1.4502.1 
1.4632.1 
1.4635.1 
1.4525.1 
1.4453 1 


41 
42 
43 
44 


290. 
290. 
290. 
290. 
290. 
290. 


0z~' 45 
0 to 46 


47 
48 
49 
50 


1.4316.1 
1.4512.1 
1.4631.1 
1.4650.1 
1.4565.1 
.1.4452 1 
1.4214.1 
1.4458.1 
1.4562.1 
1.4597.1 
1.4488.1 
1.4410 1. 
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DISSOLUTION 


CONDITIONS ET MODES O PER ATOIRES 


m:\commun\glnq\traitctonViistem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 


D.LECRIT 
22/07/97 X 
GAL 233 GAL 09 1 


TITRE : 

N° CAH1ER : 

FICHIER : 


LF 178 TER lot C0197 LSNa 0.05M 75 tpm 
LFl78TERn'2p132 ^ 


LONGUEUR D*ONDE : 

290 nm / 

ELUANT : 

LSNa 0,05 M ^ 



CUVE en mm: 

2 

/ 

AGITATION : 

75 TPM ' 



PREPARATION DES ECHANTILLONS 






masse de la prise d'essai 
quantite de prindpe actif 

masse theorique 

160 

en mg 




dosage theorique 

160 



CELLULE 1 

CELLULE 2 

CEUULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160.00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin t00mg/l (~ 0,900 | 


FOURNIER 1001838 

Highly Confidential 

Subject to 
Protective Order 


votu 

me preleve en ml 

5 


TEMP$ 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

0 . 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

1.179^- 

1,17 ^ 

1,024 ^ 

1,141 

1,16 

1,171 

15 

1000 

1,353 s 

1,363 ^ 

1,322 s> 

1.366 ^ 

1,361 ^ 

1,378^- 

20 

1000 

1,41^- 

1,423 

1,423 ^ 

1.437^ 

1.424 ^ 

1,426 

30 

1000 

1,434,^- 

1,451^ 

1,46 

1,463 ^~ 

1.453 ^ 

1,448 — 

40 

1000 

1,434 

1,45 

1,463 ^ 

1,464 

1,453 — 

1,445^ 

50 

1000 

1,432 ^ 

1,451 — 

1,463^ 

1,465 

1,457^- 

1,445 

60 

1000 

1.421 

1,446 ^ 

1,456 ^ 

1,46 ^ 

1,449 

1,441 ^ 










































RESULTATS EN % PIS SOUS 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


CELLULE 6 


ecarttype 


0.0 


0.00 


0 


10,0 


79,22 


81,88 


81,25 


71,11 


79,24 


80,56 


81,32 


4,08 


15,0 


94,64 


94,37 


95,06 


92,16 


95,26 


94,92 


96,10 


1,34 


1M 


20.0 


99,74 


98,80 


99.70 


99,63 


100,66 


99,76 


99.91 


0,60 


0M 


30,0 


102.16 


100.95 


102.14 


102.70 


102,97 


102,27 


101.94 


0,70 


40,0 


102,66 


101,45 


102,57 


103,41 


103,54 


102,78 


102,23 


0,78 


(m 


50,0 


103,21 


101,81 


103,14 


103.92 


104,12 


103,56 


102.73 


0,85 


60.0 


103,26 


101,54 


103,30 


103,94 


104,28 


103.51 


102.96 


0,96 


0,0 


0,0 


0,0 


0,0 


0,0 


RESULTATS EN QUANTITE DISSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 CELLULE 4 


CELLULES 


CELLULE 6 ecarttype 


0,0 


0 


10,0 


126.76 


131.00 


130,00 


113,78 


126,78 


128,89 


130,11 


6,52 


15,0 


151.43 


150,99 


152,09 


147,46 


152,41 


151,87 


153,76 


2,15 


20,0 


159,59 


158,07 


159.52 


159,41 


161,06 


159,62 


159,86 


0,96 


0,60^ 


30,0 


163,46 


161.52 


163,42 


164.32 


164,75 


163,64 


163,10 


1,12 


40,0 


164,26 


162.32 


164.12 


50,0 


165,14 


165,46 


165,67 


164,44 


163,57 


162,89 


165,03 


166,27 


U4 


60,0 


166,60 


165,70 


165,21 


164,37 


1.37 


165,28 


166,31 


166,85 


165.62 


164,73 


1,54 


O.7.S. 
0.I 


0,0 


0,0 


0,0 


0,0 



% dissous 


30 
temps 


40 


50 


quantity dissoute 



20 


30 
temps 


50 


60.. 


Q05/) _ eorPA 


■il 


i I.. 


SAO 

: 22.07.97 15:42:34 
8.00 q 

^ 448.25 g Ta|< 

0.00 9 

3551.5 gfO&lr 

0.00 q 

3999.7 q foladr 
(f 0.00 g 

0.60 q 
3515.9 gAUH 

6.00 g 


3964.6 


* (Vir 


V. 


^/ 0.00 g 
Tf^ 448,93j gS: K 
0.S0 g 
3514.9 gfeh 

0.60 g 
3963.6 gg^lr 

0,09 g 

449.85 9"2jt£ 
0,98 g 
■2518.5 g/Ueh 

0,00 q 


2959.6 q 


' ^feuUU' electee ^eSec 


22.67.97 16:28:43 
Code /[f^ 1547 

0.00 g 

143.29 g Uutf 

8.00 g 

* 188.89 g jOeX^ 

8.09 g 

332.09 g fonJr - 


FOURNIER 1001839 

H '9Wy Confidential 

Subject to 
Protective Order 



^ 0.69 g 
0.08 g 

18132.0 g /U<?t- 

0.00 g 
1771.8- g (!)ruir~ 


\ Wski Mi, 4&\i^m^.. I (but 6ftu 9oS 


V CM 


r- 


Cm O 
CM CJ 


'7"' 
CM 


CM 

r- 


en 


ST 1 


CD 


»2> 
CD 


FOURNIER 1001840 

Highly Confidential 
Subject to 
Protective Order 


S CM 


37 


LF 178 TER LOT C0197 LSNA 0.05M 90TPM 


Lambda No. Valeur E 


290.0 
290.0 


290.0 15 


290.0 
290.0 
290.0 
290.0 
290.0 


16 
17 
18 

19 
20 


290.0 « 'I 
290.0^ 
290.0 
290.0 
290.0 
290.0 

29"o: 


290.0 
290.0 
290.0 
290.0 
290.0 


21 

22 

23 

24 

25 

26 

W 

28 

29 

30 

31 

32. 


0.0001_1 
0.0005 1 


290.0,. 
: 290.0° 

3 
4 

"0.0014 1 
0.0014 1 

290.0 

5 

0.0010 1 

290.0 

6 

0.0010 1 

290.0 

7 

0.0020 1 

290.0 

8 

0.0020 1 

290. (T 6 ' 

9 

1.0980 1 

10 

1.2300 1 

290.0 . 

11 

1.2452 1 

290.0 

12 

1.2458 1 

. . i 290.0 

13 

1.2072 1 

290.0 

14 

1.2267 1 


1.3508_1 
1.3855_1 
1.3791.1 
1.3982.1 
1.3752_1 
1.3760 1 
T~4591T1 
1.4410_1 
1.4245_1 
1.4435_1 
1.4300_1 
1.4212 1 


1.4602.1 
1.4591_1 
1.4445_1 
1.4672_1 
1.4553.1 
1.4431.1 


07-23-1997 09:03 


F °VnNlER 1001841 


.138 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR: D.LECRIT 

DATE: 23/07/97 V 

APPAREIL : GAL 233 GAL 091 S 
LONGUEUR D'ONDE : 290 nm^ 

CUVEenmm: 2 


m:\commun\gtrtq\lraitdon\distem5 
date edition: le 06/02/97 


TITRE : LF 178 TER lot C01 97 LSNa 0.05M 90 tpm 

N° CAHER : LF 1 78 TER n°2 p 1 35 ✓ 

FICHIER : M\commun\g!nq\donnbase\Lf 1 78terVJissolution\lot C0 1 97 0.05M 90tpm 

ELUANT : LSNa 0,05 M „ 

AGITATION: 90 TPM 


$1 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

160 





dosage theorique 

160 

en mg y 









CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

en mile 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 ~[ 


FOURNIER 1001842 

Highly Confidential 

Subject to 
Protective Order 


voli 

jme preleve en ml 

5 







TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1,098 / 

1.23 ' 

1,245 ^ 

1,246 ^ 

1.207 ^ 

1,227 s 


15 

1000 

1.351 / 

1,386 / 

1,379 ' 

1,398 — 

1,375^ 

1,376^ 


20 

1000 

1,429.' 

1,441.-* 

1.425 ^ 

1,444 

1.43 — 

1,421 ^ 


30 

1000 

1,46 S 

1.459.* 

1,445-- 

1,467^ 

1,455 ^ 

1,443^> 

■M 






















































-'M 


















M 

RESULTATS EN % DISSO 

us ' 



TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 



0,0 

0,00 

0 

0 

0 

0 

0 

0 


^M. 


10,0 

83,95 

76.25 

85,42 

86,46 

86,53 

83,82 

85,21 

3,90 

4.64^ 


15,0 

96,08 

94.20 

96,68 

96,20 

97,52 

95,91 

95,98 

1.10 

1;14£g 


20.0 

100,32 

100.09 

100,98 

99,87 

101,20 

100,20 

99,58 

0.63 

0,63li 


30,0 

102,43 . 

102,74 

102,73 

101,75 

103,29. 

102,43 

101,61 

0,64 

o#m 


0,0 











0.0 









■'^ 


0,0 











0,0 











0.0 











0,0 - 











■ ■ - * 0,0 











0.0 












RESULTATS EN QUANTITE D1SSOUTE 


TEMPS 


MOYENNE 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 5 


CELLULE 6 


ecart type 


cvy 


0,0 


10,0 


134.31 


122,00 


136,67 


138,33 


138.44 


134,11 


136,33 


6,24 


4Mm 


15,0 


153,73 


150,72 


154.68 


153,91 


156,03 


153,45 


153.57 


1.75 


1;14 - 


20,0 


160,51 


160,14 


161,56 


159,79 


161,91 


159,34 


1,02 


0,63^? 


30,0 


163.88 


0,0 


164,37 


162,81 


165.27 


163,90 


162,57 


1,03 


0;63.£ 


0.0 


0,0 


0,0 


0.0 


0,0 


0,0 


% dissous 



quantite dissoute 



— i — 

15 
temps 


— I — 
20 


— 1 — 
25 


30 


0,05/) - 5o~nP>0 


I . 1 



£fo b^S cCcJ&zb&iai^ Qui GAl 06<> 


23.07.97 

4 


II: 10:51 ' T 


8,00 g 
760.9 g Tq.IC 
0.80 q 
1802.0 g P&V 


3 


8.08 q 


8.86 g 
769.2 g ToXc 
0.88 g 
1802.8 g fOeV 

0,00 .q 


1762.9 


9 &lf2o\r~ 


1771. 


1 


9.0@ g~ 
?67.4 g 
9.00 g 


4 


1882.0 


8,08 g 
1769.4 g ^^fl^ 


0.88 q 

699.2 g "TcZXC 
8.88 g 
1802.8 g 

1701,2 g 


foxl. <3rf£ 


i 


5 


9.00 g 
753.4 gfct^ 
8.68 g 
1802.8 g $J$T 
8.00 q 

0.80 g 
761.3 g^ 

8.00 q 

1882.8 g \J^r- 

8.90 g 1- 
1763.3 g fooJ^" 

FOURNIER 1001843 

Highly Confidential 

Subject to 
Protective Order 


\r.i 


4 


»35 1*0 


CI' 


i^i rr-, 


CT*. 


C4 O 


140 - ^ 


71 W^^s^s^^s^ fh iVM 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.05M 50TPM 


Lambda No. Valeur E 


290.0 
290.0 


1 

2 


0.0000 1 


290.0 

3 

0.0018 1 

290.0 ° 

4 

0.0014 1 

290.0 

5 

0.0019 1 

290.0 

6 

0.0019 1 

290.0 

7 

0.0018 1 

290.0 

8 

0.0022 1 

290.0 , « 
290.0^ 

9 

10 

1.0364 1 
0.9873 1 

290.0 

11 

1.0168 1 

290.0 

12 

1.0460 1 

290.0 

13 

1.0111 1 

290.0 

14 

1.0271 1 


290.0 
290.0^ 

290.0 
290.0 
290.0 
290.0 


15 
16 
17 
18 
19 
20 


290. 0„> 21 
290.0^ 22 
23 
24 
25 
26 


290.0 
290.0 
290.0 
290.0 


290.0 <lj 27 
290.0 ^ 28 
290.0 . 29 
290,0 30" 
290.0 31 
290.0 32 


290.0/ j 33 
290.0^ 34 
290.0 35 
290.0 36 
290.0 37 


1.1933J. 
1.1577_1 
1.2047_1 
1.2103_1 
1.1777_1 
1.2065 1 


1.2563_1 
1.2234_1 
1.2711_1 
1.2797_1 
1.2382_1 
1.2661 1 


1.3078_1 
1.2842_1 
1.3207_1 
1.3228_1 
1.2889_1 
1.3174 1 


1.3235_1 
1.3081_1 
1.3406_1 
1.3403_1 
1.3142 1 


07-23-1997 .. 15:07 


J 


FOURNIER 1001844 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


■ CONDITIONS ET MODES OPERATOIRES 


m:\comrnun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D*ONDE 
CUVE en mm: 


D.LECRIT 
23/07/97^ 
GAL 233 GAL091> 
290 nm / 
2 r 


TITRE: 
N° CAHIER : 
FICHIER ; 
ELUANT: 
AGITATION : 


LF 178TER RG 2395/0t 14 KG LSNa 0.05M 50tpm 
LFl78TERn°2p 139^ 

M\commun\glnci\donnbase\U178tertdissotution\Iot RG 2395-01 14 kg 0 05M 50tpm 
LSNa 0,05 M ' v 

SOTPM^. 


j PREPARATION PES ECHANTILLONS 



masse theonque 

160 






dosage theorique 

160 












CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de la prise d* essai 

160.00 

160.00 

160.00 

, 160,00 

160,00 

160,00 

quantite de principe actif 

160.00 

160,00 

160,00 

. 160.00 

160,00 1 

160,00 


Temoin 100mg/t | 0,900 | 


FOURNIER 1001845 

H, '9hiy Confidential 

Subject to 
Protective Order 


voli 

jme preleve en m 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1,036^ 

. 0,987V 

1,017 V 

1.046-— 

1,011 

1,027 


15 

1000 

1,193.-" 

1,158." 

1,205 

1.21 

1,178 — 

1.207.- 


20 

1000 

1,256V 

1.223 ^ 

1.271 ^ 

1.28 ^ 

1,238 

1.266 ^ 


30 

1000 

1,308 

1.284^ 

1,321 ^ 

1.323 ✓ 

1.289 *- 

1,317 


40 

1000 

1.324 r 

1,308 ^ 

1.341 

1,34 y 

1,314 v 

1,336 ^ 


50 

1000 

1,335 — 

1,324 V 

1.357^ 

1.356 „s 

1,323^ 

1,344 ^ 


60 

1000 

1,34 r* 

1,329 

1,357,- 

1,353 ^ 

1,329^- 

1.353 ^_ 

120 

1000 

1.343 / 

1,337— 

1,364.- 

1.358 

1.342 - 

1,354.-* 

































RESULTATS EN%DISSO 

JS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULES 

CELLULE 6 

ecart type 

CV - 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

70,88 

71,94 

68,54 

70,63 

72,64 

70,21 

71,32 

1.44 

2.04 

15,0 

83,12 

83,21 

80,76 

84,03 

84,39 

82,16 

84.18 

1,42 

1,71 

20,0 

87,97 

88,00 

85,68 

89,04 

89,67 

86,73 

88,69 

1,51 

1,71 

30,0 

91,97 

92,04 

90,34 

92,95 

93,10 

90,70 

92,67 

1.18 

1.29 

40,0 

93,82 

93,61 

92,45 

94,80 

94,74 

92,89 

94.45 

1.00 

1,07 

50,0 

95,16 

94,83 

94,01 

96,37 

96,32 

93,97 

95.47 

1.07 

1,13 

60.0 

95,88 

95.64 

94.82 

96.84 

96,58 

94,84 

96.56 

0,91 

0.95 

120,0 

96,78 

96,32 

95.84 

97.80 

97,40 

96,21 

97,10 

0,77 

0,?9 

0,0 










0,0 









*:* 

0,0 










0,0 











RESULTATS EN QUANTITE DISSOIITF 


IbMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

OFlllflFS 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

. 0 

0 

0 

0 



10,0 

113,41 

115,11 

109.67 

113,00 

116,22 

112,33 

114.11 

2,31 

2,04 

15,0 

132,99 

133,13 

129,22 

134,45 

135,03 

131,45 

134,68 

2,27 

1.71- 

20,0 

140.75 

140.79 

137,08 

142,46 

143,48 

138,77 

141,91 

2.41 

1,71 

30,0 

147,15 

147.27 

144.54 

148,72 

148,96 

145,13 

148.28 

1,90 

1.29 

40,0 

150,12 

149,77 

147,92 

151.67 

151,59 

148,62 

151,12 

1,60 

1,07 

50,0 

152.26 

151,73 

150.42 

154,20 

154,11 

150,35 

152,75 

1.72 

1,13 

60,0 

153.41 

153,03 

151,71 

154,95 

154,53 

151,75 

154,50 

1,46 

0,95 

120.0 

154,84 

154,11 

153,34 

156,48 

155,84 

153,93 

155,36 

1,23 

0.79 

0,0 










0,0 










0,0 










0,0 











% dissous 



40 


— i — 

60 
temps 


— I — 
80 


— I — 
100 


120 



quantite dissoute 


-4 » ♦ 


20 


40 


1 r— 

60 80 
temps 


— I — 
100 


W" 




23.87.97 15:59:03 
i £fl 0 0.00 g 

443.26 g^ 

9. 80 9 
3544.9 9 71j^\r 

9.00 g 
3993.2 g 

0i00 g 
443:73 g ^ 

0.00 g 

3547.1 g /Oe\r 

8. 00 g 

8.00 g 
I -443.99 g : 

8,00 g : 
3468,7 g /l)<zV~ 

0i08 g 
3917.7 a 

0.00 g 

449. 22 g XdXK 
8.00 g 
; 2531.5 g 

9,80 g 


vi 


23.07.97 16:25:19 
Code ^ftfL 1547 

0.00 g 

. 443.24 g /<3vf 

0i 00 g 

377.69 g fO^T 

0.00 g 

g fr^j- 


:. ..is 

-Lip 


FOURNIER 1001846 

H '9 h 'y Confidential 

Subject to 
Protective Order 


-Mi 


■;.- : ^m9M^ ■. 16:50: 02 


0i00 g . 

1004.0; g fi^T 

0, 00 g 
1765.0 g 
0.00 g 

23^97 


Ot- 


lave. 

0. 60 g 
1094.0 g/U^W 
0.00 g 


^ 0.00 g 

767.18 g XcLIC 
9.00 g 

1004.0 g ifteY 

0.00 g 
1771.2 g (V^r 

0.00 g 
760.69 g 
0.09 g 

1004.0 s /i)e)r 

0.60 g 
1764.7 g RmJr 


5 


4 


nu 


flu I783 - 9 9 

3. (ktee yfc^i 


0.00 3 

753.18 9 7et« 
8. 00 g 
1004.0 g jO(^C 

0.80 g 
1757,2 '-gftjrJr- 

0,00 g 
769. 00 

0*00 g 
1004.0 3 /O^r 

0.00-g 
1773.Q g 5^Jr" 


2 


'5: 


3,1 


rn * ^ 
CO 

fi"i 


CS CM 


CS> *-* 
(■-"> 


CM 


-3- 


CO '•£> 


■»5 as 


/ > i 


7T3?^;t-^5 *tM*y fit #4.o7.<tf 


FOURNIER 1001847 

Highly Confidential 
Subject to 
Protective Order 



6ELULES LIPIDIL MICRO LOT 49 CANADA LSNA 0.1M 90TPM 


Lambda No. Valeur E 


290.0 
290.0 


1 
2 


-0.0000 
0.0002. 


290.0 _ 

3 

0.0016 1 

290.0 ° 

4 

0.0007 1 

290.0 

5 

.0.0013 1 

290.0 

6 

0.0016 1 

290.0 

7 

0.0024 1 

290.0 

8 

0.0008 1 


29inr, . 

290.0^ 

290.0 
290.0 
290.0 
290.0 


T 
10 
11 
12 
13 
14 


290. Ogi 
290. Of*, 
290.0^ 

290.0 
290.0 
290.0 


0.56931 
0.5839_1 
0.3920_1 
0 . 7213_1 
0.2582.1 
0.3198 1 


15 
16 
17 
18 
19 
20 


290. 0o. 
290.0*° 
290.0 
290.0 
290.0 
290.0 
2WT0" 
290.0 
290.0 
290.0 


1.1405_1 
1.2041_1 
0.9408_1 
1.2498_1 
0.7509_1 
0.9271 1 


■3b' 


21 

22 

23 

24 

25 

26 

TT 

28 

29- 

30 


1.4010.1 
1.4447_1 
1.3140_1 
1.4429_1 
1.2594.1 
1.3121 1 
137oTl 
1 ,6046_1 
1.5400_1 
1.5875 1 


PA- 


07-24-1997 10:30 


lip 

-mm 


;||f 

- 


41 

■A 
.Ss" 


i '$ 


FOURNIER 1001848 

Highly Confidential 
Subject to 
Protective Order 





DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR: D.LECRIT 
DATE : 24/07/97 
APPARE1L : GAL 233 GAL 091 
LONGUEUR D'ONDE : 290 nm 

CUVE en mm: 2 


PREPARATION PES ECHANTtLLONS 


m:Vx>mmun\gJnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE : 
N° CAHIER: 
FICHtER : 
ELUANT : 
AGITATION : 


Geiules Upidil Micro lot 49 Canada LSNa 0.1M 90 tpm 
LF 178 TER n'2 p 142 

M\commun\glnq\donnbase\U178ter\dissolution\lot 49 Canada 0 1M 90tpm 
LSNa 0,1 M 
90 TPM 


masse de la prise d'essai 
quantity de principe actif 


masse theorique 

350 

en mg 

dosage theorique 

200 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

350,00 

350.00 

350.00 

350,00 

350,00 

350,00 

200,00 

200.00 

200,00 

200,00 

200,00 

200,00 


Temoin 100mg/| j 0,900 "| 


FOURNIER 1001849 

Highly Confidential 
Subject to 
Protective Order 


voh 

jme preleve en m 

5 







TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


L 0 

0 

0 

0 

0 

0 

0 

0 


j 10 

1000 

0,569 

0,584 

0,392 

0,721 

0,258 

0,32 



15 

1000 

1.141 

1,204 

0,941 

1,25 

0,751 

0,927 


20 

1000 

1.401 

1,445 

1,314 

1/443 

1,259 

1,312 


30 

1000 

1,571 

1,605 

1,54 

1,588 

1,56 

1,551 


40 

1000 

1.646 

1,674 

1,627 

1.656 

1,652 

1.631 


50 

1000 

1.694 

1,72 

1,686 

1,699 

1,708 

1,681 


60 

1000 

1.724 

1,754 

1,727 

1,728 

1,747 

1.716 


120 

1000 

1,794 

1,802 

1.795 . 

1,787 

1,83 

1.784 


i 




































RESULTATS EN % DISSO 

US 





TEMPS 

MO VENN E 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0.00 

0 

0 

0 

. 0 

0 

0 



10,0 

26,33 

31,61 

32,44 

21,78 

40,06 

14,33 

17,78 

9,91 

37,65 

15,0 

57,67 

63.55 

67,05 

52,39 

69,64 

41,79 

51,59 

10.B0 

18.72 

20,0 

76,10 

78,31 

80,77 

73,37 

80,71 

70,22 

73,24 

4.43 

5,82 . 

30,0 

87,97 

88,14 

90,06 

86.29 

89,17 

87,30 

86,68 

1,44 

1,63 

4O.0 

92,77 

92,75 

94,34 

91,55 

93,39 

92,84 

91,75 

1,04 

1,12 

50,0 

96.02 

95,87 

97,36 

95,28 

96,24 

96,41 

94,98 

0,85 

0.89 

60,0 

98,42 

98,01 

99,73 

98,03 

98,32 

99,05 

97,40 

0,84 

0,85 

120,0 

102,57 

102,37 

102,89 

102,29 

102,08 

104,15 

101,65 

0,87 

0,85 

0,0 
0.0 










0,0 
0.0 











RESULTATS EN QUANTITF DISSOUTE 


TEMPS 
0,0 


10.0 
15,0 


20,0 
30,0 


40,0 
50.0 
60,0 


120,0 
0.0 


_2£_ 
0,0 


MOYENNE 


0 

52,67 


115,34 


152,21 


175,95 


185,54 


192,05 
196,84 


205,14 


CELLULE 1 


0 

63,22 


127,09 


156,62 


176,28 


185.49 


191,74 
196,01 


204,75 


CELLULE 2 


64.89 


134,10 


161,55 


180.13 


188;69 


194,73 


199,46 


205,77 


I 1 


CELLULE 3 


43.56 


104.77 


146,74 


172,58 


183,10 


190,56 


196,06 


204,57 


CELLULE 4 


80,11 


139,29 


161,43 


178.34 


186.78 


192.48 


196,64 


204.16 


CELLULES 


28,67 


83,59 


140,45 


174,59 


185,68 


192,82 


198,10 


208,30 


CELLULE 6 


35,56 


103,18 


146.47 


173.76 


183,51 


189,97 


194.79 


203,30 


ecart type 


19.83 
21,59 


2,87 


1,71 
1,67 


% dissous 



40 


. 60 
temps 


80 


100 


— I 
120 


quantite dissoute 



60 
temps 


— t— 
80 


— I — 
100 


37,65 
18.72 


5,82 


1.63 


1.12 
0,89 


0,85 


120 


#0 


24.87-97 . ii: 13:55 

8,80 q 

^ 753.4 g ^ 

6,80 q 

1604.8 g f$$r 
g 

1757.4 g {])ruM 


0.8y g 

0.80 q 

i884;8~ g-/t^lr * - 

8.80 g ^ 

1764.9 g (b\oAr ; 


^ 8,88 g 

699.1 g 7^.(^ 

8^r^ 

8.88 g 
1804.9 g f\)eV~ 

0.88 g "' 
1703- 1 g fo^lr 


4 


8.80 g 

767.4 s'TciX^ 

0.O0 g 
1084.0 g/U^T ^ 

9.00 g 
1771.3 g fync\r 


5 


0:88 q 


761 - 1 * ^ 

0.00 g. 

1604.0 g /ly— 
0.00 q 

1 765.1 g • Q)ru\~ 
g 0.00 g 

769.3 g IctK 
. . 8.80 g. 


1884.8 g 
8.88 g 
1773.3 q 


FOURNIER 1001850 

Highly Confidential 

Subject to 
Protective Order 


In- G&iviifco^ 


147 


LF 178 TER LOT C0197 LSNA 0.1 M 50 TPM 


Lambda No. Valeur_E 


290.0 
290.0 


290.0 y^- 
290.0^ 

290.0 
290.0 
290.0 
290.0 


290.0 9 
•290.0^ 10 
290.0 11 
290.0 12 
290.0 13 
290.0 14 


290.0 15 

290.0^ 16 

290.0 17 

290.0 18 

290.0 19 

290.0 20 


290.0^ i"2T 
290.0^ 
290.0 
290.0 
290.0 
290.0 


22 
23 
24 
25 
26 


290.0 a /j27 _ 
290.0 ^ 28 
290.0 .29 
290.0 30 
290.0 31 
290.0 32 


07-24-1997 13:53 


O-OOoH^^V^A/^ 


0.0008_1 
0.0012_1 
0.0009_1 
0.0025_1 
0.0013 1 
1.2092_1 
0.9001_1 
0.9888_1 
1.0187_1 
1:1309_1 
1.2426 1 


1.3693_1 
1.3207_1 
1.3706_1 
1.3643_1 
1.3762_1 
1.3834 1 
i:4DD0ll 
1.3948_1 
1.4295_1 
1.4283_1 
1.4138_1 
1.4074 1 
1.4171_1 
1.4299_1 
1.4596_1 
1.4596_1 
1.4339_1 
1.4201 1 


H '9Wy Confidential 

Subject to 
Protective Order 


<*z~ G,f/<;f/%>-~ A 


DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 

OPERATEUR : D.LECRIT TITRE - 

DATE: 24A)7/97 N° CAHIER : 

APPAREIL : GAL 233 GAL 091 F1CHIER • 

LONGUEUR D'ONDE : 290 nm ELUANT : 

CUVEenmm: 2 AGITATION: 


m:\commun\gInq\traitclon\distem5 
date edition: l« 06/02/97 


LF 178 TER tot C0197 LSNa 0.1M 50 tpm 
LFl78TERn*2pt46 

MVMmmun\g!nqWonnbase\LI178lertdissolution\lot C0 197 0.1M 50tpm 
LSNa 0,1 M v 

50 TPM 


m 

■-Ml 


PREPARATION PES ECHANTILLONS 


masse de la prise d'essai 
quantity de principe actif 


masse theorique 

160 

en mg 

dosage theorique 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 1 CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 160.00 

160,00 

160,00 

160,00 

160,00 

160,00 I 160.00 


Temoin 1Q0mg/l | 0,900 "| 


SUIV1 DE LA DISSOLUTION 

volume preleve en ml 
volume en ml 


FOURNIER 1001852 

Highly Confidential 
Subject to 
Protective Order 


TEMPS 
0 


10 
15 


20 
30 


0 
1000 


1000 
1000 


CELLULE 1 
0 


1,209 
1,369 


1,4 

1.417 


CELLULE 2 
0 


0,9 
1,321 


1,395 
1.43 


CELLULE 3 


1,371 


1,43 


1.46 


CELLULE 4 1 CELLULES 


1,019 


1,364 


1,428 


1,131 


1,376 


1,46 


1,414 


1,434 


CELLULE 6 


0 

1,243 


1,407 
1,42 


; RESULT ATS EN%DJSSOIIR 


TEMPS 
0,0 
10,0 


MOYENNE 
0,00 


CELLULE 1 
0 


CELLULE 2 

0 


CELLULE 3 

0 


CELLULE 4 CELLULE 5 


CELLULE 6 
0 
86,32 


15,0 
20,0 
30,0 


75,13 
95,11 
98,93 
101,12 


83,96 
95,49 
98,12 
99,78 


62,50 
92,05 
97,65 
100,56 


68,68 


0 

70,76 


95,55 
100,13 
102,70 


0 

78,54 


95,08 
99,99 
102,71 


95,95 
99,06 
100,94 


96,54 
98,62 
100,01 


9,33 
1,58 
1,00 
1,30 


CV 

12,41- 
1,66^ 
1,01 
1,28 


0,0 
0,0 


0.0 
0,0 


0,0 
0,0 


RESULTATS EN QUANTfTF nissni m= 



if- 


-i. 


: .■!. . i 


■ I ■ .■ ■ ■ .r- 


L'4.87.97 15:39:16 
8.06 g 

448.28 g Tcxxc 
0. 88 g 

/ .. '. . :. j. . 


3946.4 g 


0.80 q 


0.00 g 

3585.3 g /^dr " 

8.00 g /O^HfiM^ 

3954.5 _g U 



■PS)*. flULJSO 

24.07,97 15: 43s 29 

8.88 g 

143.23 g "^avc 

: . ~ ' 0.89 g : 

282.82 g /UtzJr 

-!4^Tg ^ . 

0-08 g 

345-25 9 §\uSr 


-BP 


FOURNIER 1001853 

H '"9hly Confidential 

Subject to 
Protective Order 

5L^f^ ^^ 



24,97,97 15:57:25 
, 8.88 a 

r 

0.89 g 

1894.8 g A)eir 

0.@0 g 

1703.1 q (V<Jr 


0.09 q 

0.60 q 

1804.8 g fje\r 

0,00 q 

1765.0 3 fowc 


4 



S.1I 


8.80 q 

753.2 g7e?u: 

0.09 g 
1604.0 g 

9.80 g 
1757.2 g fondV 

9.00 q 

768.7 g 

9.00 q 

1004.8 g MaV- 

9.00 g 
1764. 7 g ftvZcV 


5 


8.00 g 
767.2 q /cu^ 

8.80 q 

1.094.0 g M?-^ - 

0,89 g 
1771.2 g OtykJr 

0'. 00 q 

769.8 g7S.K 

6,00 q 

1004.0 q 

0,@0 g 

iTT3.e a ftizjr 

/)t r 


- e~« 

a-. 


-1 


r- 

- "D 


{Tt m 


- — t 


f - 


(JL 


: FOURNIER 1001854 
Highly Confidential 
Subject to 
Qf\ Protective Order 



CUtOiAjDfi^L Grit- 


151 


IF 178 TER LOT C0197 LSNA 0.1M 75TPM 


Lambda No. Valeur_E 


290.0 

1 

0.0000 1 

290.0 

2 

0.0014 1 

290.0^ 


0.0025 1 

290.0° 

4 

0.0020 1 

290.0 

5 

0.0011 1 

290.0 

6 

0.0017 1 

290.0 

7 

0.0013 1 

290.0 

8 

0.0012 1 


290.0 / , 
290. (P 0 
290.0 
290.0 
290.0 
290.0 
290.0 ,.' 
290.0^ 
290.0 
290.0 
290.0 
290.0 


9 
10 
11 
12 
13 
14 
15" 
16 
17 
18 
19 
20 


21 
22 
23 
24 
25 
26 


290.0^ 

290.0^ 

290.0 

290.0 

290.0 

290.0 

290. Oo <27 

290. 0 0 ^ 28 

290.0 29 

290.0 -.-30 
•29O.'0.-t : 31- 
"290.0 32 


1.1840_1 
1.0710_1 
1.1889_1 
1.2799_1 
1.3011_1 
1.0664.1 
1.3948.1 
1.3924.1 
1.3965.1 
1.4245.1 
1.4142.1 
1.3894.1 


1.4320.1 
1.4466.1 
1.4282.1 
1.4490.1 
1,4384.1 
1.4456.1 


1.4400.1 
1.4538.1 
1.4365.1 
1:4502.1 
•1.4436.1 
1.4543 1" 


ft 


07-25-1997 09:24 


FOURNIER 1001855 

Highly Confidential 
Subject to 
Protective Order 


DISSOLUTION 


.CONDITIONS ET MODES OPERATORS 

OPERATEUR : D.LECRIT 
DATE : 25/07/97 
APPAREIL : GAL 233 GAL 091 
LONGUEUR D*ONDE ; 290 nm 

CUVE en mm: 2 


m:\commun\glnq\traitdon\distem5 
date edition: ie 06/02/97 


TITRE : LF 178 TER tot C0197 LSNa 0.1M 75 tpm 

CAHIER : LF 178 TER n°2 p 149 

FICHIER : M\commun\g!nq\donnbase\Lf 1 78ter\dissolution\lot C0197 0 1M 75tnm 

ELUANT: LSNa 0,1 M ' &fpm 

AGITATION : 75 TPM 


PREPARATION PES ECHANTI11 QMS 


masse de la prise d'essai 
quantite de principe actif 


masse theorique 

160 

en mg 

dosage theorique 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160.00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l [ 0,900 ~[ 


SUIVI DE LA DISSOLUTION 

volume preleve en m) 


FOURNIER 1001856 

Highly Confidential 

Subject to 
Protective Order 


TEMPS 
0 


15 


20 


30 


volume en m l 
0 


1000 
1000 


1000 


CELLULE 1 
0 


1,184 
1.395 


1,432 


CELLULE 2 
0 


1,071 


1,392 
1,447 


1,454 


CELLULE 3 


1,189 


1,397 


1.428 


1.437 


CELLULE 4 


1,28 


1,425 


1,449 


1,45 


CELLULE 5 


1,301 


1,414 


1,438 


CELLULE 6 


0 

1.066 


1,389 


1,446 


1,454 


RESULTATS EN % DISSOIiR 
TEMPS 


0,0 
10,0 


0,00 


82,07 
97,77 
100.90 
101,85 


0 

82,22 


CELLULE 2 


74,38 
97,04 
101,34 
102,33 


CELLULE 3 


82,57 


CELLULE 4 


CELLULES 


CELLULE 6 


0 

74,03 


ecart type 


CV 


15,0 
20,0 
30,0 


97,29 
100,34 
101,39 


97,43 
100,06 


99,40 
101,56 
102.14 


98.65 
100,80 
101,72 


96,83 
101,27 
102,33 


6,92 
1,02 
0,60 
0,49 


6,436 
1,04 


0,0 


101,19 


0,59: 
0,48 V 


0,0 


0,0 


0,0 


0,0 
0,0 


RESULTATS EN QUANTITE D1SSOUTE 


TEMPS 
0,0 


MOYENNE 
0 


CELLULE 1 


CELLULE 2 


CELLULE 3 


CELLULE 4 


CELLULE 6 
0 


10,0 


131,31 


15,0 
20,0 


0 

131,56 


0 

119,00 


156.43 
161.44 


132.11 


155,66 
160,54 


142,22 


155.26 
162,15 


144,56 


155,88 


118,44 


11,07 


8,43 


157,83 
161.29 


154,93 
162,03 


30,0 


162,96 


0.0 
0,0 


162,23 


160,10 


163.73 


162,50 


161,90 


163,42 


162,75 


1,63 
0,96 


0,59 


163,72 


0,79 


0,48 


0,0 
0.0 


0,0 


0,0 


0,0 
0,0 


% dissous 



10 15 
temps 


' : 1 1 

20 25 30 


quantite dissoute 



10 


— y — 

15 
temps 


20 


25 


— I 
30 


m 


152 


28.i37.97 


67:54:28 


448.23 g Tcxl^ 
0.08 q 
3425.9 g jOeV 
0.98 g 

3873.2 g'foruV 
0.09 g 

"448.46 g 7o:<< 
0.00 g 

3489.3 g/l/^ir 
6.00 g 

.3937.7 g fin<>V~ 
0.00 g 

. 448.^ ^^ .... 

-0.Jj^-Ot- 
0.00 g 
3513.6 g /Oe\r 

0.00 g 
3962.1 g 2>tcV" 

0.00 g 
448.47 g TuMf 


0.00 q 


2462.7 g 
0.00 g 


2911.2 .g 




c. : 


28.07.97 ©8:22:01 
Code. 1547 

1 " ' v;- 0.00" q : j'-r " - 
448.24 g 7£ti^ 

0.00 g 
371.80 g ^Je\r 

0.00 g 
828.0 g fyuk~ 


FOURNIER 1001857 

Highly Confidential 
Subject to 
Protective Order 


153 


2. 



28.07,3? @8:4S:{ 
0,00 q 



A 


3 


753.8 3 7c?KL 
0.08 "g 

16Q4.0 3 $e)c 

0.60 3 
1757.0 gg^ 

0.00 3 

767.0 37AK 

0.00 3 

1804.0 9 )JJr 


8.0@ g 
698.8 s'la\ < _ 

8.80 q 

1864.9 g/J'dr 
8.88 g 


5 


1782. 


4 


0.80 q 

768.5 gT^kl 
8.88 g 

1884.8 g /t/elr 

8.09 a 


1$ 


0.80 g 

768. S 9 -7^^ 
0.00 g 

1004,0 q fij^iT 
0.00 g 

1772.8 s (bnJr 

0.00 q 

760. S g 

0.00 g 
1004.0 g j[}g^r 

0.00 q 
1764.8 g (J/zJr" 


1764.5 g 


J Is; 


id 
'7'' 

r- 


CM 
CM 

p- 


-r- 


CM 


ess m 


c£ lO ; - ^ 
ra- 


r- 
est a» 


(M^- C^X \ i r ° tect/v e Order L 


'.. t j L .!.'■:, \±~i.~Jm 


j3 Lec\u-^e 


LF 178 TER LOT C0197 LSNA 0.1M 120 TPM 


07-28-1997 10:33 

Lambda No. Valeur_E \\{/ 

290.0 1 0.0000_1 

290.0 2 0.0 002 1 

2wnrr ~3 otduzli 

290.0 ° 4 0.0006J. 

290.0 5 0.0028_1 

290.0 6 0.0006_1 

290.0 7 0.0007_1 

290.0 8 0.0027 1 

29U.0,. 9 1.3303J 

290.0^ 10 1.3497_1 

290.0 11 1.3419_1 

290.0 12 1.2525_1 

290.0 13 1 . 3471_1 

290.0 1 4 1.3533_1 

291). U ... lb 1.434/_1 

290.0^5 16 1.4337_1 

290.0 17 1.4329_1 

290.0 18 1.4317_1 

290.0 19 1.4283_1 

290.0 20 1.434 8 1 

290. ii M 21 1.4427J 

290.0^ 22 1.4515_1 

290.0 23 1.4484.1 

290.0 24 1.4550_1 

290.0 25 1.4442_1 

290.0. 26 1.4491 1 


FOURNIER 1001859 


Highly Confidential 
• Subject to 
Protective Order 


DISSOLUTION 


CONDITION S ET MODES O PER ATOIRFR 


m:\comrnun\gfnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D*ONDE 
CUVE en mm: 


D.LECRIT 
28/07/97 
GAL 233 GAL 091 
290 nm 
2 


TITRE : LF 178 TER lot C0197 LSNa 0.1M 120 tpm 

N" CAHIER ; LF 178 TER n'2 p 152 

FICHIER : MV:ommun\gtnc(\donnbase\U178tertdissofution\lot C0197 0 1M 120tom 

ELUANT: LSNa 0,1 M ' 

AGITATION: 120 TPM 


PREPARATI ON PES ECHANTI1 1 QMS 


masse de la prise d'essai 
quantite de princtpe actif 


masse theorique 

160 

en mg 

dosage theorique 

160 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CFLIULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 [ 


SUIVI DE LA DISSOLUTION 

volume preleve en ml 
volume en ml 


FOURNIER 1001860 

Highly Confidential 
Subject to 
Protective Order 


TEMPS 
0 


10 
15 


1000 
1000 


CELLULE 1 
0 


1,33 
1,435 


1,443 


CELLULE 2 


1,35 


1,434 


CELLULE 3 


0 


1,342 


1,452 


1,433 


1,448 


CELLULE 4 


1,253 


1,432 


1,455 


CELLULE 5 


1,347 


1,428 


1,353 
1.435 


RESULTATS EN % PISSOIIS 


TEMPS 
0,0 
10,0 


15,0 


20,0 


0,0 
0,0 


0,0 
0,0 


0,0 
0,0 


0,0 
0,0 


MOYENNE 
0,00 
92,30 


99,96 


101,55 


CELLULE 1 
0 

92,36 


100,11 


101,17 


CELLULE 2 
0 

93,75 


100,05 
101,80 


CELLULE 3 
0 


93,19 


99,98 


101,52 


CELLULE 4 
0 


87,01 


99,88 


101,97 


CELLULE 5 

0 


93,54 


99,63 


101,24 


CELLULE 6 

0 


93,96 


100,12 


101,59 


2,65 


0,19 


0,31 


2,87 


0.19 


0,31 


RESULTATS EN QUANTITY PISSOUTE 


TEMPS 


0,0 


10,0 


15,0 
20,0 


0,0 
0,0 


0,0 


0,0 


0,0 
0,0 


MOYENNE 
0 


147.69 
159,94 


162,48 


CELLULE 1 
0 


147,78 
160,18 


161,87 


CELLULE 2 
0 


150,00 
160,08 


162,88 


CELLULE 3 


149,11 


159,97 


162,43 


CELLULE 4 


0 

139,22 


_ 159,81 
163,16 


CELLULE 5 


149,67 


159,42 


CELLULE 6 


150,33 


160,20 


4,24 
0,30 


% dissous 



temps 


2,87 
0,19 


quantite dissoute 



temps 


m 




■■t'S'i 


23.97=97 11:06:41 
8.88 g 


A 


t 


699.1 g lexV( . 
8.08 g 
1904.0 g J\)g\r 
8.08 g 

8.68 g 

0.00 g 
1084.0 g f^dV 

9,00 g 


4 


1773. 1, . g 


6m- 


0,00 g 

g Ccxx^ 

6-00 g 

1904.0 g A)^r 

-0,00 q 

175/7.3 g ^)VU^r~ 

8.00 g 
761. i g "Tc^ 

9,00 q 

1004.0 g /J^V" 
0.00 q 

1765.1 g 
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DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRiT 
28/07/97 
GAL 233 GAL 091 
290 nm 
2 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


TITRE : LF 178 TER lot RG 2395/01 1 4 kg LSNa 0, 1 M 50 tpm 

N« CAHIER : LF 178 TER n°2 p 156 

FICHIER.: M\commun\glnq\donnbase\Lf178ter\dissolution\lot RG 2395-01 14 kg 0,1M 50tpm 

ELUANT : LSNa 0.1 M 

AGITATION : 50 TPM 


PREPARATION PES ECHANTILLONS 


masse theorique 

160 

dosage theorique 

160 


en mg 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

. CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l [ 0,900 


FOURNIER 1001863 

Highly Confidential 
Subject to 
Protective Order 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

1,08 

1.094 

1,115 . 

1,118 

1,078 

1,067 


15 

1000 

1,229 

1,246 

1,246 

1,253 

1,236 

1,241 


20 

1000 

1.28 

1,301 

1,291 

1.307 

1,291 

1,303 


30 

1000 

1.318 

1.34 

1,322 

1,336 

1,326 

1,348 


40 

1000 

1,332 

1,355 

1.337 

1,346 

1,348 

1,367 


50 

1000 

1,337 

1,363 

1.343 

1,351 

1,349 

1,374 


60 

1000 

1.335 

1,363 

1.341 

1.352 

1,354 

1.373 









































RESULTATS EN%DISSO 

JS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

75,83 

75,00 

75.97 

77.43 

77,64 

74,86 

74.10 

1,45 

1.91 

15,0 

86 f 62 

85,72 

86,91 

86,91 

87,40 

86,21 

86,55 

0,59 

0,69 

20,0 

90.78 

89,69 

91,16 

90.47 

91,59 

90,46 

91,29 \ 

0,70 

0,77 

30.0 

93,74 

92.77 

94,32 

93.07 

94,05 

93,34 

94,86 

0,81 

0,86 

40,0 

95,30 

94,20 

95,83 

94.57 

95,21 

95,32 

96,65 

0.88 

0.92 

50.0 

96,14: 

95,01 

96,85 

95,46 

96,03 

95,86 

97,61 

0,95 

0,99 

60,0 

96.62 

95,34 

97.33 

95,78 

96.57 

96,68 

98,02 

0.98 

1,02 

0,0 










0,0 










0.0 










0,0 










\ 0,0 












% dissous 
, ♦ — ; — 


30 
temps 


40 


quantite dissoute 



30 
temps 


40 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0.0 

0 

0 

0 

0 

0 

0 

0 



10,0 

121,33 

120,00 

121.56 

123,89 

124,22 

119,78 

118.56 

2,32 

1.91 

15,0 

138.59 

137,16 

139,05 

139,06 

139,84 

137,93 

138.48 

0,95 

0,69 

20,0 

145.24 

143,51 

145.86 

144,76 

146,54 

144,73 

146,06 

1,12 

0,77 

30,0 

149,98 

148,44 

150,91 

148.92 

150,49 

149.34 

151,78 

1,29 

0,86 

40,0 

152,48 

150,73 

153,32 

151,32 

152,34 

152,52 

154,64 

1,40 

0,92 

50,0 

153,82 

152,02 

154,96 

152.73 

153,64 

153.38 

156,18 

1,52 

0,99 

60,0 

154,59 . 

152,54 

155,72 

153.25 

154,51 

154.68 

156,83 

1,57 

1,02 

0,0 










0,0 










0.0 










0,0 










0,0 











60 



6/1 0 - 

28,67.97 14:432 19 

0 . 88 q 

448.24 g 
9.08 g 
3487,! gjU^ ^ 

0.06 g 
3 935.4 gfc^l r 

e.ee g 

443.52 g*tolrC 
8-88 q 
3513.3 g $ e \c ^ 

8.88 q 

3961 .3 g gfrj f 
8.98 g 

448149 9^ 


8.88 g 
3513-3 g 
8.88 q 

3966,7 g 


AU- 


0,08 q 
0.88 q 

2462.9 s/LMt ' 

8,68 g 

291 5 - 3 s fcnJr 


^tehlAyk eke I W<^ 


.Yodo , (J 


28.y7.97 15:P*2s44 
Code 1547 

8.88 g 

448.24 g 1^ 

8.88 q 
187.21 s$Je\- 

8.89 q 


« i J 

j ! i 

; t " 


* 3 


FOURNIER 1001864 
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Protective Order 


•f' 


9 




cCx j. 


.8.07.97 15:39?; 
9.80 g 


3 


i 
i 


753.2 g 7&L{^ 
8,88 q 
1882.8 

0,08 q 

g 

768. 7 s7ci\^ 

8.98 g 

1882. 8 g lOdr 

0,08 g 
"62.7 g gfo^ 


8,88 q 

769.8 g"^ 

8,88 q 
1862-8 g fOe^f 


8,88 q 


1771.8 q 


* 8,88 g 

( 699.8 


6 . 88 q 

1882.0 sfOeV' 

0.60 g 
1791.8 g fyhjr 


3; fefe ^fcr ^ r felc 


i 


iT. 

r- 


'2"' '" n 


fe*/. 60t 

ySj. ... . 


5 


ft 


8.88 g 

8.88 g 
1062-8 g fO^S . 
8.88 g 

0.00 g . 

0,60 q 

1882,8 g 
8.88 g 
1763 


- ° - - 3 

3.0 g fitykJr 



m en 


'Si 


s 

r-- 


0-4 
r- 
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75 7t 


v] S. 



^^^^^RL0TRG 2395/01 14 KG LSNA 0.05M 75 TPM ' 


I 


iLamtfda No. Valeur_E 


290.0 
290.0 


290 :0 
290.0 
290.0 
290.0 
290.0 
290.0 


1 

2 


O 


3 
4 
5 
6 
7 
8 


290.0'^ 10 
290.0 11 
290.0 12 
290.0 13 
290.0 14 


: 290. 0y^ 
• 290. 0^ 
i 290.0 
. 290.0 
; 290.0 

290.0. 

29UU7T 

290.0^ 

290.0 

290.0 

290.0 

290.0 

290TT-2T 
290.0 ^.28 
290.0 29 
290,0 30 
290.0 31 
290.0 32 
2507T^r 
290.0*° 34 
290.0 35 
290.0 36 
290.0 37 
290.0 38 


15- 
16 
17 
18 
19 
20 
7T 
22 
23 
24 
25 
26 


290- .39' 
290. 0^ 40 
290.0 41 
290.0 42 
290.0 43 
290.0 44 
297)711 
290.0 
290.0 
290.0 
290.0 
290.0 


0.0000_1 
0.0009_1 
~~O0T7_l 
0.0013_1 
0.0020_1 
0.0017_1 
0.0017_1 
0.0014_1 
~"i.l607_I 
1.1760_1 
1.1981_1 
1.1691_1 
1.1416_1 
1.1710 1 
1.2800_1 
1.2787_1 
1.3048_1 
1.2834_1 
1.2692_1 
1.2903_1 
1.3201J 
1.3194_1 
1.3474_1 
1.3314_1 
1.3130_1 .' 

1.3262L1 
~TT3?3F:i ~- 

1.3393_1 ; 
1.3691_1 ; 
1.3552_1 : 
1.3440 J '■ 
1.3490_1 
1.3487_1 r 
1.3380_1 : 
1.3766_1 
1.3554_1 
1.3489_1 
1.3566.1 
1.35373 
1.3416_1 : 
1.3772_1 ; 
1.3606_1 
1.3548_1 
1.3609_1 


07-29-1997 


09: 


46 
47 
48 
49 
50 


1.3bll_l 
1.3393_1 
1.3788_1 
1.3656_1 
1.3591_1 
1.3599_1 


i 


-hi 


FOURNIER 1001866 
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Subject to 
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DISSOLUTION 


; CONDITIONS FT MODES OPERATOIRES 

OPERATEUR : D.LECRIT 
DATE : 29/07/97 
APPAREIL : GAL 233 GAL 09 1 
LONGUEUR DONDE : 290 nm 

CUVE en mm: 2 


m:\commun\glnq\Iraitdon\distem5 
date edition: le 06/02/97 


TITRE : LF 178 TER lot RG 2395/01 1 4 kg LSNa 0.05M 75 tpm 

N° CAHIER : LF 178 TER n°2 p 159 

FICHIER : M\convnun\gIno^donnbase\U178ter\dissoliJtion\lot RG 2395-01 14 kgO,05M 75tpm 

ELUANT : LSNa 0.05M 

AGITATION : 75 TPM 


PREPARATIO N HFS ECH ANTILLON S 


masse theorique 

160 

dosage theorique 

160 


en mg 


masse de la prise d'essai 
quantite de principe actif 


CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l l 0,900 ~l 


FOURNIER 1001867 

Highly Confidential 

Subject to 
Protective Order 


volume preleve en ml 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 

10 

1000 

1,161 

1,176 

1,198 

1,169 

1,142 

1,171 

15 

1000 

1,28 

1,279 

1,305 

1,283 

1,269 

1,29 

20 

1000 

1,32 

1,319 

1,347 

1.331 

1,313 

1,326 

30 

1000 

1,344 

1,339 

1,369 

1,355 

1,344 

1,349 

40 

1000 

1,349 

1,338 

1,377 

1,355 

1,349 

1,357 

50 

1000 

1,354 

1.342 

1,377 

1.361 

1,355 

1,361 

60 

1000 

1,351 

1,339 

1,379 

1,366 

1,359 

1,36 









































RESULTATS EN % DISSOUS 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

81,22 

80,63 

81,67 

83,19 

81,18 

79,31 

81,32 

1,28 

1,57 

15.0 

89,60 

89,29 

89,23 

91,04 

89,50 

88,52 

89,99 

0,85 

0,95 

20.0 

92,94 

92.51 

92,45 

94,41 

93,28 

92,02 

92,94 

0,84 

0,91 

30,0 

95,06 

94,64 

94,30 

96,41 

95.41 

94,63 

95,00 

0,76 

0,80 

40,0 

95.82 

95.45 

94,69 

97,44 

95,88 

95,44 

96,02 

0,92 

0,96 

50,0 

96.58 

96,27 

95,43 

97,92 

96.77 

96,33 

96.77 

0,82 

0.84 

60,0 

97,10 

96.53 

95,69 

98,53 

97,59 

97,07 

97.17 

0,96 

0,99 

0.0 









i 

0,0 










0,0 










0,0 










0.0 











TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

O 

0 

0 

0 

0 



10.0 

129,94 

129,00 

130,67 

133,11 

129,89 

126,89 

130,11 

2.04 

1,57 

15,0 

143,35 

142,87 

142,76 

145,67 

143.21 

141,63 

143,98 

1,36 

0,95 

20.0 

148,70 

148.02 

147.92 

151,06 

149,25 

147,23 

148,70 

1,35 

0,91 

30,0 

152,10 

151,42 

150.87 

154,25 

152,66 

151.40 

151,99 

1,22 

0.80 

40,0 

153,31 

152.73 

151,51 

155,90 

153,41 

152,70 

153,63 

1.47 

0,96 

50,0 

154,53 

154,03 

152,70 

156,66 

154,83 

154,12 

154,83 

1,31 

0,84 

60,0 

155,36 

154,45 

153,11 

157,65 

156,14 

155,32 

155,47 

1,54 

0.99 

0,0 










0,0 










0,0 










0,0 










0,0 












%dissous 
+ + — 


20 


30 
temps 


50 


60 


quantite dissoute 



20 


30 
temps 


50 


60 


'4; 1 



oia cue uruitecc de d^z^LuMo^ 


Vc 


C?ir 



&>CZ. 


iS Cj(jz (Xi^c^a^naiA 


..L j... 


29.S7.37 18:52:10 
0.8© g 


767.5 g f a ^ 

0.89 g 
1092.0 q file^T 

0.00 g 
1769.5 g fcfoj^ 

0.00 g 
769.2 g 7^ 
8.80 g 
1882.8 q /\J^V" 

8.@0 g. 
1771.2 g ^>mJT 


0.00 q 

760.9 g^^ 
0.00 g 
1802=0 q fOg^ 
0.00 q . 


3 


0,00 O 


761.2 g %^ 

0,90 q 
1002.0 g 


0.00 g 

753,4 s^ClK 
0.00 g 

1002.0 g iU&ir 

0.00 g 
1755.4 g OrJf 


m - 


8 . Mr 


1763.2 g 



^ 0.08 g 

8.00 g 

1902.0 g /Ifelr ^ j 

J 

0.00 g ] 

1701 • 2 3 fenJr j 

FOURNIER 1001868 i 
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f-*0 


tTi nfi 


f X' . rn 


CT" Of' 


'7 -i O 


164 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.05M 90 TPM 



m 


•Lambda No. Valeur.E 


290.0 
290.0 


Z90 
290.0 
290.0 
290.0 
290.0 
290.0 
290. 0 y . 
290. 0 Yfc? 
290.0 
290.0 
290.0 
290.0 


1 
2 

~T 
4 
5 
6 
7 
8 

T 

10 
11 
12 
13 
14 


290.0 * ,J5 


290.0 $M*16 
290.0^ 17 
290.0 18 
290.0 19 
290.0 20 


290. On , 
290.0 ^ 
290.0 
290.0 
290.0 
290.0 
SO" 
290,0 
290.0 
290.0 
290.0 
290.0 


27 

28 

29 

30 

31 

32 

"3T 

34 

35 

36 

37 

38 


290.0^ 39 


290.0 
290.0 
290.0 

290:0 

290.0 

290.0 , , 

290.0^ 

290.0 

290.0 

290.0 

290.0 


40 
41 
42 
43 
44 
W 
46 
47 
48 
49 
50 


0.0000_1 
O.OOllJL 
0.001O 
0.0014_1 
0.0016_1 
0.0020_1 
0.0015.1 
0.0013_1 
XT530 
1.1791_1 
1.1821.1 
1. 1714.1 
1.1672_1 
1.1716 1 


1.2742ll 
1.2897_1 
1.2939.1 
1.2867.1 
1.2769_1 
1.2985 1 


290. 0 & . 
290. 0*° 

21 

1.3134 1 

22 

1.3265 1 

290:0 

23 

1.3315 1 

290.0 

24 

1.3268 1 

290.0 

25 

1.3158 1. 

290.0 

26 

1.3413 1 


1.3312.1 
1.3482_1 
1.3580.1 
1,3499.1 
1.3318.1 
1 .3586,1 
1.333/.1 
1.3506.1 
1.3523.1 
1.3558.1 
1.3375.1 
1.3632 1 


1.335311 
1.3545_1 
1.3539_1 
1.3572.1 
1.3382.1' 
1.3598 .1 
1.332U.1 
1.3509.1 
1. 3533.1 
1.3593.1 
1.3387.1 
1.3668 1 


07-29-1997 13:46 
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DISSOLUTION 


CONDITION S ET MODES OPERATOIRES 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


D.LECRIT 
29/07/97 
GAL 233 GAL 091 
290 nm 

2 


m:\commun\glnq\traitcJon\distem5 
dale edition: le 06/02/97 


T1TRE : LF 178 TER tot RG 2395/01 14 kg LSNa 0.05M 90 tpm 

N* CAHIER : LF 178 TER n°2 p 163 

FICHIER : M^ommun\gInq\donnbase\L(178tertdissolution\Iot RG 2395-01 14 ka 0 0SM ont n 

ELUANT : LSNa 0,05 M ^ 0,05M 90t P m 

AGITATION : 90 TPM 









1 




n 

1 



Hi 






PREPARATION PES ECHANTILI QMS 


masse de ta prise (f essai 
quantite de principe actif 


masse theorique 

160 




dosage theoriquE 

160 

en mg 







CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 1 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 | 


FOURNIER 1001870 

Highly Confidential 

Subject to 
Protective Order 



to 


to 

b 


29-97-97 14:51°- 16 


9 o tfUac$r&e d<?CL4JL fe&e<* 

448.2! q Ict^ 


8.88 g 
3462.4 

8.98 g 
3918.6 q 


Q 448.59 g ^fCdPC? 

b 3597.2 9 A)^ - 

! 29.07.9? n 15:14:23 

W> 8.88 g Code VW'U- 1547 

P' 3955.8 g (J^V" 0.00 9 


0.00 g 143.22 g CcxM. 

448. 45 -g*^^. 8.08 9 

0.88 g 93.58 g /VeV" 


3589.7 gAi<dr 


93.5 


8.08 g • ' 0,80 q 

358.2 g 2ft*Jr 236.72 g foviJr 


0.08 g ' 
448.45 g*^ f)V 


6.88 q 


2938.9 q 


AkV- ^ FOURNIER 1001871 

H, '9hly Confidential 

Subject to 
Protective Order 



CT-. o 


& is rm ^ io/b^sA ft *boM<tt 


\s .... 4? /ZJ±^ 


s 


gaz. -fit 


Lambda No. Valeur E 


290.0 
290.0 


290.0 

290. 00 

290.0 

290.0 

290.0 

290.0 


3 
4 
5 
6 
7 
8 


290.0, . 

290. WO 

290.0 

290.0 

290.0 

290.0 


9 
10 
11 
12 
13 
14 


290.0 y.- 

290.0*5 

290.0 

290.0 

290.0 

290.0 


290.0, , 
290.0^ 
290.0 
290.0 
290.0 
290.0 


15 
16 
17 
18 
19 
20 


21 
22 
23 
24 
25 
26 


290.0o.-27 
290.0 ?° 28 
290.0 29 
290.0 30 
290.0 31 
290.0 32 


290.0 /j 33 
290.0 34 
290.0 35 
290.0 36 
290.0 37 
290.0 38 


290.0^. 39 


290.0 
290.0 
290.0 
290.0 
290.0 


40 
41 
42 
43 
44 


290.0 - . 45 
290.0^ 46 


290.0 
290.0 
290,0 
290.0 


47 
48 
49 
50 


290.0 ,, .51 
290. O^ 52 
290.0 53 
290:0 54 
290.0 55 
290.0 56 


-0.0000_1 
-0.0004 1 


0.0019_1 
0:0014_1 
0.0003_1 
0.0003_1 
0.0007_1 
0.0007 1 


0.718211 
0.8995.1 
0.9057_1 
0.7102_1 
0.7481_1 
0.9140 1 


1.0507_1 
1.1066_1 
1.0954_1 
1.0424_1 
1.0472_1 
1.0857 1 


1.1993_1 
1.2054_1 
1.1904_1 
1.2016_1 
l.i876_l 
1.1783 1 


1.3212_1 
1.2848_1 
1.2707_1 
1.3301_1 
1.3082_1 
1.2581 1' 


1.3948_1 
1.3213_1 
1.3111_1 
1.3851_1 
1.3637_1 
1.2969 1 


1.3996_1 
1.3385_1 
1.3243_1 
1.4046JL 
1.3894_1 
1.3128_1 


"1.4190J 
1.3533_1 
1.3400_1 
1.4224_1 
1.4080_1 
1.3250 1 


1.4633_1 
1.3897_1 
1.3839_1 
1.4677_1 
1.4606_1 
1.3728 1 
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DISSOLUTION 


CONDITIONS ET MODES OPERATOIRES 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm; 


D.LECRIT 
30707/97 
GAL 233 GAL 091 
290 nm 
2 


TITRE : LF 178 TER lot TG 1 92 18 kg LSNa 0.025M 75 tpm 

N° CAHIER : LF 178 TER n°2 p 1 66 

F1CHIER : M\commun\glnq\donnbase\U178ter\dissolution\lot TG 192 18 kg 0.025M 75tpm 

ELUANT : LSNa 0,025 M 

AGITATION : 75 TPM 


PREPARATION PES ECHANT1LLONS 



masse theorique 

: 694.4 






dosage theorique 

! 160 

en mg 











CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CFI LULE 6 

masse de la prise d'essai 

697,90 

689,40 

690,50 

705,80 

702,90 

691,90 

quantite de principe actif 

160,81 

158,85 

159,10 

162,63 

161,96 

159,42 


Temoin 100mg/l | 0,900 ~l 


SUIVI DE LA DISSOLUTION 

volume preleve en ml 


TEMPS 


10 


15 

20 


60 


volume en mt 


1000 


1000 


1000 
1000 


1000 


CELLULE 1 


0,718 
1,051 


1,321 

1,395 

1,4 
1,419 
1,463 


CELLULE 2 


0,9 


1,205 


1,321 


1,353 


CELLULE 3 


0,906 


1,19 


1,311 
1,324 
1,34 
1,384 


CELLULE 4 


0,71 
1,042 
1,202 


1,385 
1,405 
1,422 


CELLULE 5 


0,748 
1,047 
1,188 


1,364 
1,389 
1,408 
1,461 
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CELLULE 6 


0,914 
1,086 
1,178 
1,258 
1,297 
1,313 
1,325 
1,373 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

O 

0 

0 

0 



10,0 

56,56 

49,61 

62,95 

63,27 

48,51 

51,32 

63,70 

7,45 

13,17 

15,0 

74,49 

72,87 

77,75 

76,79 

71,43 

72,09 

76,01 

2,68 

3,60 

20,0 

83,31 

83,46 

84,99 

83,80 

82,72 

82,12 

82,80 

1,01 

1,21 

30,0 

90,77 

92,30 

91,01 

89,88 

91,88 

90,76 

88,78 

1,29 

1,43 

40,0 

94,67 

97,87 

93,97 

93,11 

96,09 

95,05 

91,94 

2,13 

2,25 

50,0 

96,26 

98,70 

95,70 

94,48 

97,93 

97,23 

93,51 

2,04 

2,12 

60,0 

97,85 

100,49 

97,14 

96,06 

99,57 

99,01 

94,80 

2,20 

2,25 

120,0 

101,46 

104,03 

100,20 

99,60 

103,20 

103,13 

98,61 

2,26 

2,23 

0,0 










0,0 










0,0 










0,0 











RESULTATS EN QUANTITE DISSOUTE 


TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

90,67 

79,78 

100,00 

100,67 

78,89 

83,11 

101,56 

11,14 

12,28 

15,0 

119,49 

117,18 

123,50 

122,17 

116,17 

116.75 I 

121,17 

3,16 

2,65 

20,0 

133,68 

134,21 

135,00 

133,33 

134,53 

133,00 

132,00 

1,11 

0,83 

30,0 

145,66 

148,43 

144,56 

143,00 

149,42 

146,99 

141,54 

3,12 

2,15 

40,0 

151,93 

157,38 

149,28 

148,15 

156,27 

153,94 

146,58 

4,53 

2,98 

50,0 

154,48 

158,71 

152,01 

150,32 

159,26 

157,48 

149,07 

4,53 

2,93 

60,0 

157,03 

161,60 

154,31 

152,83 

161,93 

160,36 

151,14 

4,81 

3,06 

120,0 

162,83 

167,28 

159,17 

158,47 

167,83 

167,03 

157,21 

5,03 

3,09 

0,0 










0,0 










0,0 










0,0 












% dissous 


— ♦ — 


60 
temps 


— I — 
100 


— I 
120 


quantite dissoute 



60 
temps 


80 


100 


— I 
120 


fry 


A 

2. (Uvnf&&&cfc c^> WJ± cL d^o^io^ - (bat. G&ld&£> 


36,07.9? 18:47:20 "7 0,00 '3 <~ 0,09 9 
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1001.0 q /J eh ' 

0.80 q 


1081.8 g ^leV" 1001 ' 8 sN^f 

0.89 g 9=89 g 

1761.8 g Q?i2t!r 1768,3 9 fel^Jr 


8,68 g 1801.0 3 


0,-.@8 q 

1O01.0 g /U&lr~ 
9.00 q 
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LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025M 120 TPM 


Lambda No. Valeur E 


07-30-1997 14:36 



mm 


290.0 
290.0 
290.0 n 
290.0 u 
290.0 
290.0 
. 290.0 
290.0 
/ 29XITO 
290.0 u 
; 290.0 
: 290.0 
290.0 
290.0 


1 
2 

T 

4 
5 
6 
7 
8 


0.0000_1 
0.00041 


290.0^ 
290.0^ 
290.0 
290.0 
290.0 
290.0 


T 
10 
11 
12 
13 
14 


U.UU03_T 
0.0009_1 
0.0005_1 
0.0004_1 
0.0003_1 
0.00031 


15 
16 
17 
18 
19 
20 


0.9735H 
0.9939_1 
0.9749_1 
0.9761_1 
0.9937_1 
0.9847 1 


1.1292_1 
1.1361_1 
1.1359_1 
1.1315_1 
1.1397_1 
1.1487 1 
1 


FOURNIER 1001876 

Highly Con'ftioniial 

Subject to 
Protective Order 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025M 120 TPM 


Lambda No. Val eur E 



290. 
290. 
290" 
290. 
290. 
290. 
290. 
290. 


1 
2 

T 

4 
5 
6 
7 
8 


290 
290 
290 
290 
290 
290 
'290 
290 
290 
290 
290 
290 


■ Q 4b' 9 
0 U 10 

0 11 

0 12 

0 13 

0 14 


.0V 15 
.OT 7 16 
.0 17 
.0 18 
.0 19 
J 20 


290. 
290. 
290. 
290. 
290. 
290. 


Q ia 22 


23 
24 
25 
26 


290" 
290. 
290. 
290. 
290. 
29L 
290. 
290. 
290. 
290. 
290. 
290. 


0^ 28 

0 29 

0 30 

0 31 

0 32 


290" 
290. 
290, 
290, 
290, 
290 
290" 
290, 
290, 
290 
290, 
290 


0, , 33 
§hO 34 
0 35 
0 36 
0 37 
0 38 


6D 


40 
41 
42 
43 
44 



0^ 46 
47 
48 
49 
50 


0,^ 51 
0 52 
53 
54 
55 
56 


0.0000.1 
0 . 00Q4_1 
U . U0U3_i 
0.0009_1 
0.0005_1 
0.0004_1 
0.0003_1 
0.0003_1 


0.9735.1 
0.9939.1 
0.9749.1 
0.9761.1 
0.9937.1 
0.9847.1 


1.1292.1 
1.1361.1 
1.1359.1 
1.1315.1 
1.1397.1 
1.1487 1 


1.2099.1 
1.2086.1 
1.2162.1 
1.2140.1 
1.2149.1 
1.2283.1 


1.2698.1 
1.2698.1 
1.2789.1 
1.2774.1 
1.2741.1 
1.2878 1 


1.296611 
1.2938.1 
1.3072.1 
1.3000.1 
1.2969.1 
1.3143.1 


1.3064.1 
1.3017.1 
1.3121.1 
1.3121.1 
1.3077.1 
1.3280 1 


1.3123.1 
1.3072.1 
1.3166.1 
1.3149.1 
1.3099.1 
1.3307 1 


1.3276.1 
1.3257.1 
1.3352.1 
1.3301.1 
1.3280.1 
1.3505.1 
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DISSOLUTION 


CONDITIONS ET MOPES OPERATOIRES 


12 


m:\commun\glnq\traitdon\distem5 
date edition: le 06/02/97 


OPERATEUR 
DATE 
APPAREIL 
LONGUEUR D'ONDE 
CUVE en mm: 


DXECRIT 
30/07/97 
GAL 233 GAL 091 
290 nm 
2 


TITRE : LF 178 TER tot RG 2395/01 1 4 kg LSNa 0.025M 1 20 tpm 

N° CAHiER : LF 178 TER n°2 p 170 

F1CHIER : M\commun\glnq\donnbase\Lf 178tertdissolution\lot RG 2395-01 14 kg 0.025M 120tpm 

ELUANT : LSNa 0,025 M 

AGITATION : 120 TPM 


PREPARATION PES ECHANTILLONS 


masse theorique 

160 

dosage th§orique 

160 


en mg 



CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

masse de ta prise d'essai 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 

quantite de principe actif 

160,00 

160,00 

160,00 

160,00 

160,00 

160,00 


Temoin 100mg/l | 0,900 \ 
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volume preleve en m 

5 



TEMPS 

volume en ml 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 


0 

0 

0 

0 

0 

0 

0 

0 


10 

1000 

0,974 

0,994 

0,975 

0,976 

0,994 

0,985 


15 

1000 

1,129 

1,136 

1,136 

1,132 

1.14 

1,149 


20 

1000 

1,21 

1,209 

1,216 

1,214 

1,215 

1,228 


30 

1000 

1,27 

1,27 

1,279 

1,277 

1,274 

1,288 


40 

1000 

1,297 

1,294 

1,307 

1.3 

1,297 

1,314 

50 

1000 

1,306 

1,302 

1,312 

1,312 

1,308 

1,328 

60 

1000 

1,312 

1,307 

1.317 

1.315 

1,31 

1,331 

120 

1000 

1,328 

1,326 

1,335 

1,33 

1,328 

1,351 

































RESULTATS EN % PISSO 

US 

TEMPS 

MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0,00 

0 

0 

0 

0 

0 

0 



10,0 

68,26 

67,64 

69,03 

67,71 

67,78 

69,03 

68,40 

0,65 

0,95 

15,0 

79,30 

78,74 

79,23 

79,23 

78,95 

79,51 

80,13 

0,49 

0,61 

20,0 

85,13 

84,76 

84,70 

85,18 

85,04 

85,12 

86,02 

0,47 

0,56 

30,0 

89,79 

89,34 

89,35 

89,97 

89,83 

89,64 

90,61 

0,47 

0,53 

40,0 

91,98 

91,66 

91,46 

92,36 

91,87 

91.67 

92,86 

0,53 

0,58 

50,0 

93,12 

92,74 

92,47 

93,16 

93,16 

92,89 

94,29 

0,63 

0,68 

60,0 

93,85 

93,61 

93,27 

93,97 

93,82 

93,48 

94,96 

0,60 

0,64 

120,0 

95,53 

95,17 

95,04 

95,67 

95,32 

95,19 

96,81 

0,66 

0,69 

0,0 




\ 






O,0 










0,0 










0,0 











RESULTATS EN QUANTITE PISSOUTE 


TEMPS 

• MOYENNE 

CELLULE 1 

CELLULE 2 

CELLULE 3 

CELLULE 4 

CELLULE 5 

CELLULE 6 

ecart type 

CV 

0,0 

0 

0 

0 

0 

0 

0 

0 



10,0 

109,22 

108,22 

110,44 

108,33 

108,44 

110,44 

109.44 

1,04 

0,95 

15,0 

126,88 

125,99 

126,77 

126.76 

126,32 

127,22 

128,21 

0,78 

0,61 

20,0 

136,21 

135,61 

135,52 

136,28 

136,06 

136,19 

137,63 

0,76 

0,56 

30,0 

143,67 

142,95 

142,97 

143,96 

143,73 

143,42 

144,98 

0,76 

0,53 

40,0 

147,17 

146,66 

146,34 

147,78 

147.00 

146,68 

148,58 

0,85 

0,58 

50,0 

148,99 

148,38 

147,95 

149,06 

149,06 

148.62 

150,87 

1,01 

0,68 

60,0 

150,16 

149,77 

149,23 

150,35 

150,12 

149,57 

151,94 

0.96 

0,64 

120,0 

152,86 

152.28 

152,06. 

153,08 

152,51 

152,30 

154,90 

1,06 

0,69 

0,0 










0,0 










0,0 










0,0 












% dissous 
♦ — • — 


60 
temps 


80 


— I 
120 


quantite dissoute 



20 


40 


60 
temps 


80 


120 



FOURNIER 1001880 

Highly Confidential 

Subject to 
Protective Order 



G EOT E XT 

Translations, Inc. 


STATE OF NEW YORK ) 

) 
) 

COUNTY OF NEW YORK ) 


| ss 


CERTIFICATION 

This is to certify that the attached translation is, to the best of my knowledge and belief, a true and 
accurate translation from French into English of "LF 178TER Lab Notebook, Dissolution No. 1." 

i 



Randon Burns, Vice President 
Geotext Translations, Inc. 


Sworn to and subscribed before me 


this ^ day of Oohlrtr 20 . 



EZECHIEL A. C0P1C 
Notary Public, State of New Yb* 
No. 01C06104132 
Qualified In Queens County 
Commission Expires January 12, 2008 


259 West 30th Street, 17th Floor. New York, NY 10001 tel 212.631.7432 fax 212.631.7407 e-mailtransiations@geotext.com www.geotext.com 


LF 178TER LAB NOTEBOOK 
DISSOLUTION NO. 1 


Highly Confidential Subject to Protective Order 


FOURNIER 1001439 


Drue Formulations Department 


Dissolution Lab Notebook No. 1 
LF 178 TER 


Notebook approved on 04/26/00 by OTT 
[initials] 04/26/00 


Notebook begun 02/18/97 
Completed May 15, 1997 


Highly Confidential Subject to Protective Order 


FOURNffiR 1001440 


02/18/97 


Dissolution Tests 
2% Tween 80 

I Spectra - Set of standards 

A - Preparation of 2% Tween 80 solution 

Using a graduated pipette, introduce 40 ml of Tween 80 Prolabo code 28 830 291 lot 045FC into 
a 200 ml volumetric flask, and qs with the day's purified water. 

B - Preparation of the set of standards 

With Fenofibrate/sodium lauryl sulfate co-micronizate - ARR 1709 

Weigh the co-micronizate in a 200-ml volumetric flask and qs with the 2% Tween 80 solution. 
Do the set of standards twice with fenofibrate concentrations of 200 - 150- 100-50 mg/1. 

Weighed with balance GAL205 - AG204 

Ultrasound GAL212 
Magnetic stirrer GAL 170 

After creating the solution - 15 min ultrasound 
stir overnight in magnetic stirrer. 

Fenofibrate 200 mg/1 1 50 mg/1 100 mg/1 50 mg/1 

concentration (mg/L) 

Weight of co-micronizate 207 mg 155.25 mg 103.5 mg 51.75 mg/1 

[initials] 3/6/97 
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C. Spectral scans 

Uvikon 930 - GAL 108 Procedure: G AL05 1 G AL002UFR03 
Baseline saved = diskette Product Lip200gr No. 2 

water/water: LBEAU [=water baseline] 

2% Tween 80/2% Tween 80: LBTWEEN [=Tween baseline] 

Spectrum graph ref : water 


standard: 2% Tween 80 


SPECTRAL SCAN WATER/TWEEN 80 


02/18/1996 4:13 PM 


[See original for graph and data.] 


X 'm nm 


OD 


[initials] 


Corresponding 
data: 


[See original for data.] 
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The solutions prepared on 02/18/97 for the set of standards are unusable for this purpose, as the 
quantities weighed were for 1000 ml and not 200 ml, an error of a factor of 5. 
However, these solutions can be used to determine the saturation concentration for the 
fenofibrate in the 20% Tween 80 solution. 


02/1 8/97 2:07:21 PM Fenofibrate concentration in solution A 

[See original for data.] 


Fenofibrate concentration in solution B 


[See original for data.] 


Obtaining spectra for 2 filtered solutions compared to water and 2% Tween 80. 

Filters used: Millex HA filters, reference SL HA 025 NB. The [illegible] will be calculated after 
the set of standards is obtained. 

[initials] 3/6/9[text cut off] 
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I SOLUTION A COMPARED TO WATER I 

02/19/1996 2:26 PM 

[See original for graph and data.] 
A/water 


SOLUTION A COMPARED TO TWEEN 80 . 

[date and time obscured] 

[See original for graph and data.] 
A/Tween 80 


[initials] [date obscured] 
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SOLUTION A COMPARED TO WATER 


02/19/1996 2:26 PM 


[See original for graph.] 


SOLUTION B COMPARED TO TWEEN 80 

02/19/1996 2:38 PM 


[See original for graph.] 
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SOLUTION B COMPARED TO WATER 


B/water 


02/19/1996 2:5 [text cut off] PM 


[See original for graph and data.] 


[text obscured] 


02/19/1996 2:4 [text cut off] PM 


[See original for graph and data.] 


B/Tween 80 
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SOLUTION B COMPARED TO WATER 


02/19/1996 2: [text cut off] PM 


[See original for graph.] 


[text obscured] . 

02/19/1996 2: [text cut off] PM 


[See original for graph and data.] 


Highly Confidential Subject to Protective Order 


FOURNEER 1001447 


SOLUTION B COMPARED TO WATER 


] 


02/19/1996 2: [text cut off] PM 

[See original for graph and data.] 


SOLUTION B COMPARED TO TWEEN 80 : 

02/19/1996 2: [text cut off] PM 

[See original for graph.] 
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D. Preparation of new solutions for the set of standards 
raw materials: 

- co-micronizate of fenofibrate/Na lauryl sulfate: ARR 1709, 
medium used: 

- 2% Tween 80 Prolabo code 28 830 291 lot 045 FC 

The co-micronizate are weighed directly in the 200 ml flasks. Then qs to 200 ml with the 2% 
Tween 80. The standards are prepared twice for feno concentrations: 50 mg/1 - 100 mg/1 - 150 
mg/1 - 200 mg/1. 


Utilized balance AG204 GAL205. 


Concentration 
fenofibrate 


Concentration - 
co-micronizate 


Weight of co-micronizate needed 
for a volume of 200 ml 


[See original for data.] 


Use 2% Tween 80 prepared on 02/18/97, and prepare a new liter of solution. 

Use a graduated pipette to introduce 20 ml of Tween 80 Prolabo code 28 830 291 into a 1000 ml 

volumetric flask. Qs with the day's purified water. Stir for 1 hour. 

The solutions are left overnight in the stirrer. 


Highly Confidential Subject to Protective Order 


FOURNIER 1001449 


[See original for data.] 


Calculating concentrations 
for solutions A and B 


[initials] 3/6/97 


Highly Confidential Subject to Protective Order FOURNIER 1001450 


02/20/97 


D. Obtaining spectra for each solution compared to water and to 2% Tween 80. 
Note : will use the 50, 100, and 150 mg/1 solutions to determine the set of standards; the 200 mg/1 
solution will be used to confirm the saturation concentration because it is still not clear after 1 
night of stirring and 15 minutes of ultrasound. 


50 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 9:5 [text cut off] AM 


50 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 9:5 [text cut off] AM 
[See original for graph and data.] 


[illegible] 


[initials] 3/6/97 


Highly Confidential Subject to Protective Order 


FOURNIER 1001451 



02/20/97 


D. Obtaining spectra for each solution compared to water and to 2% Tween 80. 
Note : will use the 50, 100, and 150 mg/1 solutions to determine the set of standards; the 200 mg/1 
solution will be used to confirm the saturation concentration because it is still not clear after 1 
night of stirring and 15 minutes of ultrasound. 


50 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 9: [text cut off] AM 


[See original for graph.] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001452 




[text cut off] 
2/20/97 

Obtaining spectra for each solution compared to water and to 2% Tween 80. 
Note : will use the 50, 100, and 150 mg/1 solutions to determine the set of standards; the 200 mg/1 
solution will be used to confirm the saturation concentration because it is still not clear after 1 
night of stirring and 15 minutes of ultrasound. 

50 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 9:5 [text cut off] AM 


[See original for graph and data.] 


50 mg/ A/water 


Highly Confidential Subject to Protective Order 


FOURNIER 1001453 


[text cut off] 

02/20/97 

Obtaining spectra for each solution compared to water and to 2% Tween 80. 
Note: will use the 50, 100, and 150 mg/1 solutions to determine the set of standards; the 200 mg/1 
solution will be used to confirm the saturation concentration because it is still not clear after 1 
night of stirring and 15 minutes of ultrasound. 

50 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 9:5 [text cut off] AM 


50 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 9:5 [text cut off] AM 


[See original for graph.] 


[initials] 3/6/97 


Highly Confidential Subject to Protective Order FOURNDER 1001454 


50 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 10:13 AM 


50 MG/L SOLUTION B COMPARED TO TWEEN 80 


[See original for graph and data.] 


02/20/1996 10:07 AM 


[illegible] B/Tween 


100 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 10:21 AM 


100 MG/L SOLUTION A COMPARED TO TWEEN 80 


[See original for graph and data.] 


02/20/1996 10:25 AM 


100 mg A/Tween 


Highly Confidential Subject to Protective Order 


FOURNIER 1001455 


50 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:1 [text cut off] AM 

[See original for graph and data.] 


Highly Confidential Subject to Protective Order 


FOURNTER 1001456 


50 MG7L SOLUTION B COMPARED TO WATER 


02/20/1996 10:1 [text cut off] AM 
[See original for graphs and data.] 

50 mg B/water 


[illegible] 

Highly Confidential Subject to Protective Order FOURNEER 1001457 


50 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 10:1 [text cut off] AM 

50 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 10:0 [text cut off] AM 

[See original for graph.] 


100 MG/L SOLUTION A COMPARED TO WATER 

100 MG/L SOLUTION A COMPARED TO TWEEN 80 

[date and time obscured] 

[See original for graph and data.] 

100 mg A/water 

Highly Confidential Subject to Protective Order FOURNTER 1001458 


50 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 10:1 [text cut off] AM 

50 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 10:0 [text cut off] AM 
[See original for graph and data.] 

[illegible] B/Tween 


100 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 10:2 [text cut off] AM 

[See original for graph.] 


Highly Confidential Subject to Protective Order FOURNIER 100 1459 


50 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 10:13 AM 


50 MG/L SOLUTION B COMPARED TO TWEEN 80 


[See original for graph and data.] 


02/20/1996 10:07 AM 


[illegible] B/Tween 


100 MG/L SOLUTION A COMPARED TO WATER 


[See original for graph and data.] 


02/20/1996 10:21AM 


100 mg A / water 


Highly Confidential Subject to Protective Order 


FOURNIER 1001460 


50 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 10:1 [text cut off] AM 


50 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 10:0 [text cut off] AM 
[See original for graph and data.] 

[illegible] B/Tween 


| 100 MG/L SOLUTION A COMPARED TO WATER | 

02/20/1996 10:2 [text cut off] AM 

1 100 MG/L SOLUTION A COMPARED TO TWEEN 80 I 

02/20/1996 10:2 [text cut off] AM 


[See original for graph.] 


Highly Confidential Subject to Protective Order FOURNTER 1001461 


50 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 10:1 [text cut off] AM 


50 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 10:0 [text cut off] AM 
[See original for graph and data.] 

[illegible] B/Tween 


100 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 10:2 [text cut off] AM 


100 MG/L SOLUTION A COMPARED TO TWEEN 80 


02/20/1996 10:2 [text cut off] AM 


[See original for graph and data.] 


100 mg A/Tween 


Highly Confidential Subject to Protective Order 


FOURNIER 1001462 


sticking error 
2/21/97 
[initials] 

100 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:59 AM 

100 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 10:45 AM 

[See original for graph and data.] 

100 B/Tween 


150 MG/L SOLUTION A COMPARED TO WATER . 

02/20/1996 11:03 AM 

150 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 11:10 AM 

[See original for graph and data.] 

150 mg A/Tween 


Highly Confidential Subject to Protective Order FOURNIER 1001463 


sticking error 
2/21/97 
[initials] 


100 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:59 AM 

[See original for graphs and data.] 


[illegible] 


Highly Confidential Subject to Protective Order FOURNIER 1001464 


sticking error 
2/21/97 

[initials] 

| lQO MG/L SOLUTION B COMPARED TO WATER I 

02/20/1996 10:59 AM 


[See original for graphs and data.] 


100 B/water 


[illegible] 


Highly Confidential Subject to Protective Order FOURNIER 1001465 


sticking error 
2/21/97 

[in itials] 

| 100 MG/L SOLUTION B COMPARED TO WATER 1 

02/20/1996 10:59 AM 

| 100 MG/L SOLUTION B COMPARED TO TWEEN 80 I 

02/20/1996 10:45 AM 


[See original for graph.] 


150 MG/L SOLUTION A COMPARED TO WATER 

[date and time obscured] 

150 MG/L SOLUTION A COMPARED TO TWEEN 80 

[date and time obscured] 


[See original for graph and data.] 


150 mg A/Tween 


Highly Confidential Subject to Protective Order 


FOURNIER 1001466 


sticking error 
2/21/97 

[initials] 

100 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:5 [text cut off] AM 

100 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 10:4 [text cut off] AM 


[See original for graph and data.] 


100 B/Tween 


150 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 1 1:0 [text cut off] AM 

150 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 11:1 [text cut off] AM 


[See original for graph and data.] 


150 mg A/Tween 


Highly Confidential Subject to Protective Order FOURNIER 100 1467 


sticking error 
2/21/97 

[initials] 

100 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:5 [text cut off] AM 


100 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 10:4 [text cut off] AM 


[See original for graph and data.] 


100 B/Tween 


150 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 11:0 [text cut off] AM 


[See original for graph.] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001468 


sticking error 
2/21/97 

^ [initials] 

100 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:59 AM 


100 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 10:4 [text cut off] AM 


[See original for graph and data.] 


100 B/Tween 


150 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 11:03 AM 


[See original for graph and data.] 


150 A/water 


Highly Confidential Subject to Protective Order FOURNIER 100 1469 


sticking error 
2/21/97 

[initials] 

100 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 10:59 AM 

100 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 10:45 AM 


[See original for graph and data.] 

100 B/Tween 


150 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 11:03 AM 


150 MG/L SOLUTION A COMPARED TO TWEEN 80 


02/20/1996 11:10 AM 


[See original for graph.] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001470 


100 MG/L SOLUTION B COMPARED TO WATER 


sticking error 
2/21/97 
[initials] 


02/20/1996 10:59 AM 


100 MG/L SOLUTION B COMPARED TO TWEEN 80 


[See original for graph and data.] 


02/20/1996 10:45 AM 


100 B/Tween 


150 MG/L SOLUTION A COMPARED TO WATER __ 

02/20/1996 11:03 AM 


150 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 11:10 AM 


[See original for graph and data.] 


150 mg A/Tween 


Highly Confidential Subject to Protective Order FOURNIER 1001471 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 11:2 [text cut off] AM 


150 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 11:19 AM 


[See original for graph and data.] 


150 B/Tween 


200 MG/L SOLUTION A COMPARED TO WATER 1 

02/20/1996 11:31AM 

200 MG/L SOLUTION A COMPARED TO TWEEN 80 I 

02/20/1996 1:3 [text cut off] PM 

[See original for graph and data.] 


200 A [illegible] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001472 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 11:25 AM 


[See original for graphs and data.] 


200 A [illegible] 


Highly Confidential Subject to Protective Order FOURNIER 1001473 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1 1:2 [text cut off] AM 
[See original for graphs and data.] 

150 B/water 


200 A [illegible] 

Highly Confidential Subject to Protective Order FOURNIER 1001474 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1 1 :2[text cut off] AM 


150 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 11:1 [text cut off] AM 

[See original for graph.] 


| 200 MG/L SOLUTION A COMPARED TO WATER I 

[date and time obscured] 

200 MG/L SOLUTION A COMPARED TO TWEEN 80 I 

[date and time obscured] 

[See original for graph and data.] 


Highly Confidential Subject to Protective Order 


200 A [illegible] 
FOURNIER 1001475 



150 MG/L SOLUTION B COMPARED TO WATER | 

02/20/1996 11:25 AM 

150 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 11:19 AM 


[See original for graph and data.] 


150 B/Tween 


200 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 11:31AM 


200 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 1:31PM 


[See original for graph and data.] 


200 A [illegible] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001476 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1 1 :2 [text cut off] AM 

150 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 11:1 [text cut off] AM 


[See original for graph and data.] 


150 B/Tween 


200 MG/L SOLUTION A COMPARED TO WATER . 

02/20/1996 1 1 :3[text cut off] AM 


[See original for graph.] 


Highly Confidential Subject to Protective Order FOURNIER 1001477 


150 MG/L SOLUTION B COMPARED TO WATER 

02/20/1996 1 1:2 [text cut off] AM 

150 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 11:1 [text cut off] AM 
[See original for graph and data.] 

150 B/Tween 


200 MG/L SOLUTION A COMPARED TO WATER 

02/20/1996 11:3 [text cut off] AM 

[See original for graph and data.] 

200 A/water 


Highly Confidential Subject to Protective Order 


FOURNIER 1001478 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 11:2 [text cut off] AM 


150 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 11:1 [text cut off] AM 
[See original for graph and data.] 

150 B/Tween 


200 MG/L SOLUTION A COMPARED TO WATER 


02/20/1996 11:3 [text cut off] AM 


200 MG/L SOLUTION A COMPARED TO TWEEN 80 


02/20/1996 1: [text cut off] PM 

[See original for graph.] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001479 


150 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1 1 :2[text cut off] AM 

150 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 11:1 [text cut off] AM 
[See original for graph and data.] 

150 B/Tween 


200 MG/L SOLUTION A COMPARED TO WATER __ 

02/20/1996 1 l:3[text cut off] AM 

200 MG/L SOLUTION A COMPARED TO TWEEN 80 

02/20/1996 l:3[text cut off] PM 
[See original for graph and data.] 


200 A [illegible] 


Highly Confidential Subject to Protective Order FOURNfER 1001480 


200 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 l:[text cut off] PM 

200 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 l:[text cut off] PM 

[See original for graph and data.] 

00 [illegible] 


[initials] 3/6/97 

Highly Confidential Subject to Protective Order FOURNIER 1001481 


200 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1:43 PM 


[See original for graph.] 


[initials] [date cut off] 

Highly Confidential Subject to Protective Order FOURNIER 1001482 


200 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 l:4[text cut off] PM 


[See original for graph.] 


200 B/water 


[initials] [date cut off] 


Highly Confidential Subject to Protective Order FOURN1ER 1001483 


200 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1:4 [text cut off] PM 


200 MG/L SOLUTION B COMPARED TO TWEEN 80 


02/20/1996 1:37 PM 


[See original for graph.] 


[initials] [date cut off] 


Highly Confidential Subject to Protective Order FOURNIER 1001484 


200 MG/L SOLUTION B COMPARED TO WATER 


02/20/1996 1:43 PM 

200 MG/L SOLUTION B COMPARED TO TWEEN 80 

02/20/1996 1:37 PM 


[See original for graph and data.] 


00/B/Tween 


[initials] [date cut off] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001485 
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Validation of OD coefficients: 


at 290 nm: 8.6473 x 100 = 99.5% 
8.6916 


the OD coefficient is: (8.6473 + 8.6916)/2 = (8^67 


at 297 nm: 7.7915 x 100 = 99.5% 
7.8292 

the OD coefficient is: (7.7915 + 7.8292)/2 = flM 

Calculating the saturation concentration : 

from 1000 mg/1 solutions 

(results analyzed in comparison to Tween) 


from 200 mg/1 solutions 

(results analyzed in comparison to Tween) 


[See original for table data.] 


sol 
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sol 

IB 

sol 
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sol 

B 













OD 





OD 














Highly Confidential Subject to Protective Order 


FOURNIER 1001487 


02/24/97 


Set of standards cont. 


Preparation of 2 additional solutions, 75 mg/1 and 125 mg/1, to supplement and confirm the set of 
standards already performed [text cut off, possibly the page no.]. 


1 - Preparation of medium 
2% Tween 80 

Tween Prolabo code 28 830 291 lot 045FC 
the day's purified water 

preparation for the set of standard solutions and for dissolution 

water : tare = 2951.6 g [initials] 02/24/97 [initials] 02/24/97 

gross = 1 1 169.8 g [initials] 02/24/97 [initials] 02/24/97 
net = 8218.2 g 


Tween: 


d = 1 .08 have to add 2% Tween => 


2 — > 100 
x — > 8218.2 + x 
2(8218.2 + x) = lOOx 
2 x 8218.2 + 2x = lOOx 
16436.4 = 98x 

x = 167.72 => need to add 167.72 ml of Tween 80 
which is 181.14 g 

tare = 1 1 169.8 g [initials] 02/24/97 [initials] 02/24/97 

gfes& = reset [initials] 02/24/97 [initials] 02/24/97 

net = 181. 1 g [initials] 02/24/97 [initials] 02/24/97 

used balance PC16 GAL 1 1 1 


Highly Confidential Subject to Protective Order 


FOURNTER 1001488 


2. Weighing the raw material 


Co-micronizate of Feno/Na lauryl sulfate ARR 1709 

for a Feno concentration of: weight needed of co-micronizate: 

75 mg/1 77.63 mg/1 which is 15.53 mg/200 ml 

125 mg/1 129.38 mg/1 which is 25.88 mg/200 ml 


[See original for data.] 


The solutions are left to stir overnight. 


Highly Confidential Subject to Protective Order FOURNIER 1001489 


3. Obtaining the spectra 


75 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 l:[text cut off] PM 

75 MG/L SOLUTION A FENO - TWEEN BASELINE B 

02/25/1996 2:[text cut off] PM 

[See original for graph and data.] 

75 /Tween B 


125 MG/L SOLUTION A FENO - TWEEN BASELINE A 

125 MG/L SOLUTION A FENO - TWEEN BASELINE 

02/25/1996 2: [text cut off] PM 

[See original for graph and data.] 

125 /Tween B 

Highly Confidential Subject to Protective Order FOURNEER 1001490 


3. Obtaining the spectra 


75 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 l:5[text cut off] PM 


[See original for graphs and data.] 


Highly Confidential Subject to Protective Order 


FOURNEER 1001491 



3. Obtaining the spectra 

75 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 1:55 PM 


[See original for graphs and data.] 


125 [text obscured] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001492 


3. Obtaining the spectra 


75 MG/L SOLUTION A FENQ - TWEEN BASELINE A 

02/25/1996 1:55 PM 


75 MG/L SOLUTION A FENO - TWEEN BASELINE B 


02/25/1996 2:01 PM 


[See original for graph and data.] 


125 MG/L SOLUTION A FENO 

-TWEEN BASELINE 

A 


125 MG/L SOLUTION A FENO 

-TWEEN BASELINE 



[date and time obscured] 

[See original for graph and data.] 

125 [illegible] 


Highly Confidential Subject to Protective Order FOURNffiR 1001493 


3. Obtaining the spectra 


1 75 MG/L SOLUTION A FENO - TWEEN BASELINE A | 

02/25/1996 1:55 PM 

1 75 MG/L SOLUTION A FENO - TWEEN BASELINE B | 

02/25/1996 2:01 PM 

[See original for graph and data.] 

75 /Tween B 


125 MG/L SOLUTION A FENO 

-TWEEN BASELINE 

A 


125 MG/L SOLUTION A FENO 

-TWEEN BASELINE 



[date and time obscured] 


[See original for graph and data.] 


125 /Tween [illegible] 


Highly Confidential Subject to Protective Order FOURNIER 1001494 



3. Obtaining the spectra 

75 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 1:55 PM 

75 MG/L SOLUTION A FENO - TWEEN BASELINE B 

02/25/1996 2:01 PM 

[See original for graph and data.] 

75 /Tween B 


125 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 2:13 PM 

[See original for graph.] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001495 



3. Obtaining the spectra 
75 MG/L SOLUTION A FENO-TWEEN BASELINE A 

02/25/1996 l:5[text cut off] PM 
75 MG/L SOLUTION A FENO - TWEEN BASELINE B 

02/25/1996 2:0[text cut off] PM 

[See original for graph and data.] 

75 /Tween B 


125 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 2:13 PM 

[See original for graph and data.] 

[illegible] Tween A 


Highly Confidential Subject to Protective Order 


FOURNIER 1001496 


3. Obtaining the spectra 


75 MG/L SOLUTION A FENO - TWEEN BASELINE A 

02/25/1996 l:5[text cut off] PM 

75 MG/L SOLUTION A FENO -TWEEN BASELINE B 

02/25/1996 2:0[text cut off] PM 

[See original for graph and data.] 

75 /Tween B 


125 MG/L SOLUTION A FENO 

-TWEEN BASELINE 

A 


125 MG/L SOLUTION A FENO 

-TWEEN BASELINE 



02/25/1996 2: [text cut off] PM 


[See original for graph.] 


Highly Confidential Subject to Protective Order FOURNIER 100 1497 



3. Obtaining the spectra 
J 75 MG/L SOLUTION A FENO - TWEEN BASELINE A | 

02/25/1996 1:55 PM 

| 75 MG/L SOLUTION A FENO - TWEEN BASELINE B 

02/25/1996 2:01 PM 

[See original for graph and data.] 

75 /Tween B 


| 125 MG/L SOLUTION A FENO - 

TWEEN BASELINE 

A . 1 


| 125 MG/L SOLUTION A FENO - 

TWEEN BASELINE 

1 


02/25/1996 2:19 PM 


[See original for graph and data.] 


125 /Tween B 


Highly Confidential Subject to Protective Order 


FOURNDBR 1001498 
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Verification of OP coefficients 

Calculations at 290 nm: 

100 x 8,6125 = 99.0% 
8.696 

Use as the OD coefficient: 


(8.6125 + 8.686)/2 = 8.65 


Calculating the saturation concentration with the OD coefficient of 8.65 

1000 mg/1 solutions 200 mg/1 solutions 

(using data from page 016) 

at290nm ABA B 

OD = 1530.3 OD = 1530.3 OD = 1504.4 OD = 1490.5 

Cs = 176.9 Cs = 176.9 Cs = 173.9 Cs = 172.[text cut off] 

Conclusion : 

The saturation concentration [Cs] of fenofibrate in 2% Tween 80 is 176.9 mg/1. 

In lab notebook no. 2 for the Lipanthyl 200 tablet, page 98, the saturation concentration 
of fenofibrate in 0.02M NaLS is 163.6 mg/1. 

The 2 Cs values are comparable. 


Highly Confidential Subject to Protective Order 


FOURNDER 1001500 


[The entire page is crossed out.] 


Dissolution 


1) Raw materials 

100 mg Fenofibrate tablets 

lot #340 date 07/02/97 PharmaPASS 


2) Preparation of the dissolution medium 
see p. 017 


3) Weighing the dissolution vessels 


1 L of medium 



Reset 

Weight 

Signature 

1 




2 




3 




4 




5 




6 





Highly Confidential Subject to Protective Order 


FOURNIER 1001501 


02/26/97 


Preparing a solution 
with ethanol 


Preparation identical to the preparation described below. 

FEB 24, 1997 10:44 AM PHARMA PASS +33 3 88 66 35 42 P. 2 


Page no: 1/ [illegible] Analysis no: 1086 [1^] 

-=—. _ PHARMA PASS 

Project no: 23 water + 1 .25% Tween 80: 1200 ml Lot no: fenofibrate capsules 

23-3 paddle, 50 rpm no 345 

6 = 0.2 cm ~ 
Control: dissolve approx. 28 mg of fenofibrate (no.3 13) in 
50 ml of absolute alcohol. Dilute 5/50 ml 
with water + 1 .25% Tween 80 [illegible symbol, 

possibly (>)] approx. 56 mg/1 


Filters |0.7 urn 


X: control: 400.0 - 200.0 nm, pts 201; int 1.00; ord -3.982 - 6.0000 A 
Inf: control fenofibrate 66.9 mg/1 water+1.25%Tween 80, cellrl 00cm 
PEAK MAX: THRESH [illegible] 


Highly Confidential Subject to Protective Order 


FOURNBER 1001502 


+33 3 88 66 35 42 P. 2 


Page no: 1/ [illegible] Analysis no: 1086 [logo:] 

PHARMAPASS 

Project no: 23 water + 1.25% Tween 80: 1200 ml Lot no: fenofibrate capsules 
23-3 paddle, 50 rpm no. 346 

0 = 0.2 cm 

Control : dissolve approx. 28 mg of fenofibrate (no.313) in 
50 ml of absolute alcohol. Dilute 5/50 ml 
with water + 1.25% Tween 80 [illegible symbol, 

possibly (>)] approx. 56 mg/1 


Filters |0.7 /xm 


X: control: 400.0 - 200.0 nm, pts 201; int 1.00; ord -3.982 - 6.0000 A 
Inf: control fenofibrate 66.9 mg/1 water+1.25%Tween 80, cell: 1.00cm 
PEAK MAX: THRESH [illegible] 


[See original for table.] 

control -> 66.9 mg/1 


X: control: 400.0 - 200.0 nm, pts 201; int 1.00; ord -3.982 - 6.0000 A 
Inf: control fenofibrate 66.9 mg/1 water+1.25%Tween 80, cell: 1.00cm 
PEAK MIN: THRESH 0.0100 


[See original for table.] 


X: control: 400.0 - 200.0 nm, pts 201; int 1.00; ord -3.982 - 6.0000 A 
Inf: control fenofibrate 66.9 mg/1 water+1.25%Tween 80, cell: 1.00cm 


[See original for graph.] 


9/19/95 
[signature] 
Date: 


Highly Confidential Subject to Protective Order 


FOURNEER 1001503 



• 


x Preparation of 1.25% Tween 

Use a graduated pipette to introduce 12.5 ml of Tween 80 reference no. lot 215GC into a 
1L flask, qs with purified water. 

x Preparation of 1.25% Tween solution with 1/10 ethanol 

into a 100 ml flask, use a two-graduation pipette to introduce 10 ml ethanol, qs with the 
1.25% Tween solution. 

x Preparation of the feno solution 

weigh 28.98 mg of co-micronizate ARR 1709 into a 50 ml flask - qs with the ethanol 
[See original for data.] 


Decant 50 ml of the obtained solution into a 500 ml flask - qs with the 1.25% Tween 80 . 
solution. Homogenize. 


weighed on balance AG204 GAL205 


Highly Confidential Subject to Protective Order 


FOURNIER 1001504 


BASELINE 1.25 PERCENT TWEEN + 1/10 ETHAN OL (1CM CUVETTE) ^'"^ MgL 

02/26/1996 10:28 AM 


[See original for graph.] 


BASELINE 56 MG/L FENO IN 1.25 P ERCENT TWEEN + 1/1Q ETHANOL (1CM CUVETTE) ' 

02/26/1996 10:3[text cut off] AM 


[See original for graph.] 


Obtained a spectrum which still does not resemble the one obtained by PharmaPass. 


Highly Confidential Subject to Protective Order 


FOURNIER 1001505 


02[illegible] 

Spectrum for a filtered solution compared to a baseline 2% Tween 80 filtered 
1 75 MG/L SOLUTION A FENO - BASELINE TWEEN FILTERED/TWEEN FILTERED] 

02/25/1996 10:[text cut off] AM 

[See original for graph.] 
[text in graph:] still this shoulder 


Highly Confidential Subject to Protective Order 


FOURNIER 1001506 


02/26/97 

Dissolution in 
2% Tween 80 

75 RPM 

Tablets lot 340 

1. Raw material 

100 mg fenofibrate tablets 

lot #340. Date 07/02/97 from PharmaPass 


2. Preparation of dissolution medium 
see page 017 


3. Weighing the dissolution vessels 

On PC16 GAL1 11, weighed 1L of 2[text cut off] Tween 

which is 100L6g (98% at d=l and 1% at d=l[text cut off] 


vessel 

reset 

weight 

signature 

1 

yes 

1001.6 g 

[initials] 02/26/97 

2 

yes 

1001.6 g 

[initials] 02/26/97 

3 

yes 

1001.6 g 

[initials] 02/26/97 

4 

yes 

1001.6 g 

[initials] 02/26/97 

5 

yes 

1001.6 g 

[initials] 02/26/97 

6 

yes 

1001.6 g 

[initials] 02/26/97 


4. Weighing the tablets 


on balance AG204 GAL205 


Highly Confidential Subject to Protective Order 


FOURNIER 1001507 


[See original for data.] 


5. Dissolution conditions 

dissolutest GAL103 f paddles 75 RPM [initials] 02/26/97 

medium 37±0.5°C [initials] 02/26/97 
spectro 930 GAL108 with 2mm cuvettes 

X = 290 nm 

Samples collected with 10 ml syringes: 5ml of medium collected and replaced 
with 5ml of "new" medium. 

The syringes are equipped with Prolabo filters ref 178-3985-01. 
Readings are taken after filtration with Millex filter SLHA025NB. 

Note : the 2% Tween 80 in the reference cuvette is filtered. 


Highly Confidential Subject to Protective Order 


FOURNIER 1001508 


6. Measurements 


100 MG FENOFIBRATE TABLETS PHARMA PASS LOT 340 2 PERCENT TWEEN 80 


02/26/1996 3:20 PM 


Lambda No. Value_E 


[See original for data.] 


Highly Confidential Subject to Protective Order 


FOURNIER 1001509 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distemS 
date printed: 02/06/97 


OPERATOR C. COGET TITLE 100 mg Fenofibrate tablets Phaima Pass lot 340 

DATE 2/26/97 NOTEBOOK NO. LF 178 TER no. 1 

INSTRUMENT gal 108-gal 103 FILE m\commun\ginq\donnbase\LF178TER\Dissolution\340a 

WAVELENGTH 290 cm ELUANT water + 2% Tween 80 

CUVETTE in mm 2 mm STIRRING 75rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

100 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mgrt 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 


FOURNIER 1001510 


02/27/97 


Dissolution in 2% Tween 80 


75 rpm 

Lip 200 gelatin capsules ARR1710 

1. Raw materials 

Lipanthyl 200 gelatin capsules ARR 1710 

2. Preparation of dissolution medium 

Prolabo Tween reference no. lot 215 GC 
the day's purified water 

weighing the tare = 2953.9 g [initials] 02/27/97 [initials] 02/27/97 
water : 

gross = 9754.8 g [initials] 02/27/97 [initials] 02/27/97 
net = 6800.9 g 


weighing the Tween: 

see the calculation on page 17. 
weight to be obtained: 2 (6800.9 + x) = 100 x 
2 x 6800.9 + 2x = lOOx 
x= 13601.8 
98 

x= 138.79 

weight to be obtained: 138.79 ml which is 149.9 g (133.79 x 1.08) 

tare = 9754.8 g [initials] 02/27/97 [initials] 2/27/97 

reset: yes [initials] 2/27/97 

net = 149.9 g [initials] 02/27/97 [initials] 2/27/97 

Utilization of balance PC16 GAL 111 
Stir with overhead stirrer 


Highly confidential subject to protective order 

FOURNIER 1001511 


3. Weighing the gelatin capsules 

[See original for weight slip.] 


4. Weighing the dissolution vessels 


weighed on balance GAL 111. 

1L of 2% Tween solution, which is a weight of 1001.6g 
(98% at d=l and 2% at d=1.08) 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.6 g 

[initials] 2/27/97 

2 

yes 

1001.6 g 

[initials] 2/27/97 

3 

yes 

1001.6 g 

[initials] 2/27/97 

4 

yes 

1001.6 g 

[initials] 2/27/97 

5 

yes 

1001.6 g 

[initials] 2/27/97 

6 

yes 

1001.6 g 

[initials] 2/27/97 


Highly confidential subject to protective order 

FOURNIER 1001512 


5. Dissolution conditions 


Prolabo dissolutest GAL 103 

paddles 75 rpm 02/27/97 [initials] 
water bath 37°C±0.5 02/27/97 [initials] 

UV930 GAL 108 
X = 290 nm 
cuvettes = 2 mm 

Samples collected into the [dissolution] vessels with a 10 m syringe 
5 ml collected and replaced with new medium. 

Samples are collected with syringe + tubing [illegible - possibly nozzle] 
+ Prolabo filters ref 178 3985 01. 

The OD readings are taken after filtration through Millex filters SLHA025NB. 

The 2% Tween 80 in the reference cuvette is also filtered through a Millex HA filter. 


Highly confidential subject to protective order 

FOURNIER 1001513 


6. Measurements 


LIP 200 GELCAPS ARR 1710 IN 2 PERCENT TWEEN 80 

02/27/1996 11:38 AM 

Lambda No. Value_E 
[See original for figures.] 


Highly confidential subject to protective order 

FOURNDER 1001514 


02/26/97 

Dissolution of 0.02M NaLS 
1000 ml 75 rpm TABLETS 

1 . Preparation of dissolution medium 

- Purified water weighed on 02/26/97 - Balance GAL014 

Tare = 2.725 kg [initials] 02/26/97 [initials] 02/26/97 
Gross = 19.550 kg [initials] 02/26/97 [initials] 02/26/97 

Gross - Tare = Net = 19.550 - 2.725 = 16,825 kg [initials] 02/26/97 

[initials] 02/26/97 

- Weighed NaLS arr!768 - Balance GAL01 1 


[text obscured] 


CLEANING FORM 


ROOM No: Balance room 

DATE BEGAN USE OF ROOM: 02/25/97 


PRODUCT: Lipanthyl 67 PLACEBO 


LOT No.: DG 153/00 


OPERATION: Weighing raw materials 


DATE OPERATION ENDED: 02/25/97 


ROOM EMPTIED BY. [initials] 

DATE: 02/25/97 

EMPTYING OF ROOM VERIFIED BY: [initials] DATE: 02/26/97 

STATUS: CONFORMS XX 

DOES NOT CONFORM 

CLEANING DONE BY: [initials] 

DATE: 02/26/97 

CLEANING VERIFIED BY: [initials] 

DATE: 02/26/97 

STATUS: CONFORMS XX 

DOES NOT CONFORM _ 

Highly confidential subject to protective order 


FOURNIER 1001515 


02/26/97 


Dissolution of 0.02M NaLS 
1000 ml - 75 rpm TABLETS 


1. Preparation of dissolution medium 

- Purified water weighed on 02/26/97 - Balance GAL014 

Tare = 2.725 kg [initials] 02/26/97 [initials 02/26/97 
Gross = 19.550 kg [initials] 02/26/97 [initials] 02/26/97 

Gross - Tare = Net = 19.550 - 2.725 = 16,825 kg [initials 02/26/97 


[initials] 02/26/97 


- Weighed NaLS arrl768 - Balance GAL01 1 

16.825 x 288.4 x 0.02M = 97.05g of NaLS 


SIMPLE WEIGHING 


Date weighed: 02/26/1997 


04:08:27 PM 


* ARR1768 * 


PRODUCT => NALAUSF 
NET WEIGHT => 
TARE => 

GROSS WEIGHT => 


0.097 KG 
0.175 KG 
0.272 KG 


[initials] 


Highly confidential subject to protective order 

FOURNIER 1001516 


Filling the dissolution vessels 

Diss [initials] 

Balance GAL 1 1 1 Prelabo Dissolutest GAL086 

1L 0.02M NaLS weighs 1000.0 g 


vessel 

reset 

amt weighed 

signature 

1 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/[text cut off] 

2 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/[text cut off] 

3 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/[text cut off] 

4 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/[text cut off] 

5 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/[text cut off] 

6 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/[text cut off] 


3 - Weighing the tablets - Balance AG204 - GAL205 


[See original for weight slip.] 


[initials] 


4 - Conditions Paddles 100 rpm [initials] 

75 rpm [initials] 02/27/97 [initials] 2/27/97 
378±0.5°C [initials] 02/27/97 [initials] 2/27/97 


?t = 290nm UVGAL233 UVIKON922^ 2mm cuvette 

Manual sampling - 5 ml - replaced 

Syringe + filter ref 178398501 Filtration through 

Millex HA filter ref SLHA025NB prior to reading 


Highly confidential subject to protective order 

FOURNIER 1001517 


FIXED WAVELENGTH 290 NM TABLET 0.02M NALS 75 RPM 


[initials] 


[See original for figures.] 
Lambda No. Value_E 


Air/ Air 
NaLS/NaLS 


KONTRON INSTRUMENTS UVIKON922 Operator 


Highly confidential subject to protective order 

FOURNIER 1001518 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


ROSSELINC TITLE Tablets PHARMA PASS LOT 340 

02/27/97 NOTEBOOK NO. LF 178 TER dissolution no. 1 p. 036 

GAL233GAL086 FILE m\commun\ginq\donnbase\lfl78ter\dissol\340b 

290 cm ELUANT 0.02MNaLS 

2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

459 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 












% dissolved 


quantity dissolved 


[See original for graphs.] 


[initials] 


time 


Highly confidential subject to protective order 


FOURNBER 1001519 


02/26/97 


Dissolution of 0.02M NaLS 
1000 ml 75 rpm GELATIN CAPSULES 


1. Preparation of dissolution medium 

see page 036 

2. Filling the dissolution vessels - Balance GAL 111 

Balance GAL 1 1 1 - Dissolutest AT7 Sotax GAL 091 
lL0.02MNaLS weighs lOOO.Og 


vessel 

reset 

amt weighed 
of0.02M NaLS 

signatures 

1 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/97 

2 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/97 

3 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/97 

4 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/97 

5 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/97 

6 

yes 

1000.0 g 

02/26/97 [initials] [initials] 2/26/97 


3 - Weighing the gelatin capsules - Balance AG 204 GAL 205 


[See original for weight slip.] [initials] 


4 - Conditions Paddles 75 rpm [initials] 02/27/97 [initials] 2/27/97 

37°C±0.5°C [initials] 02/27/97 [initials] 2/27/97 


Highly confidential subject to protective order 

FOURNIER 1001520 


[text cut off] 

Samples collected manually - 5 ml - replacement - syringe + filter ref. 178398501. 
Filtration through Millex filter ref SLHA025NB prior to reading. 


FIXED WAVELENGTH 290 NM GELCAP LIP200 ARR1710 0.02M NALS 75 RPM 

[initials] 


[See original for figures.] 
[Operateur = Operator] 


Lambda No. Value_E 


Air/ Air 
NaLS/NaLS 


no. 6=*error in reading: 
(6 instead of 1) 


[initials] 07/[illegible]/97 


Highly confidential subject to protective order 

FOURNIER 1001521 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdoa\distem5 
date printed: 02/06/97 


OPERATOR ROSSELINC TITLE Gelcap UP 200 plant arrl7I0 

DATE 02/27/97 NOTEBOOK NO. LF 178TER dissolution no. 1 p. 040 

INSTRUMENT GAL233GAL091 FILE m\commun\ginq\donnbase\lfl 7 8 terNdissoM 7 1 0b 

WAVELENGTH 290 cm ELUANT 0.02MNaLS 

CUVETTE in mm 2 mm STIRRING 75rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


time 


Highly confidential subject to protective order 


FOURNIER 1001522 


02/28/97 


Dissolution of 0.025M NaLS 
Tablets lot 340 


75 rpm 

1. Raw materials 

100 mg fenofibrate tablets 

lot #340 date 07/02/97 PharmaPass 

2. Preparation of dissolution medium 

purified water of the day: 

tare = 3.3922 kg [initials] 02/28/97 [initials] 02/28/97 
gross = 1 1.1991 kg [initials] 02/28/97 [initials] 02/28/97 
net = gross - tare = 1 1.1991 - 3.3922 = 7.8069 kg 


NaLS arrl768: 


CLEANING FORM 


ROOM No: Balance room 

DATE BEGAN USE OF ROOM: 02/27/97 

PRODUCT: LF178TER 

LOT No.: 2391/00RG 

OPERATION: Weighing 

DATE OPERATION ENDED: 02/27/97 

ROOM EMPTIED BY: [initials] DATE: 02/27/97 
EMPTYING OF ROOM VERIFIED BY: [initials] DATE: 02/28/97 

STATUS: CONFORMS XX 

DOES NOT CONFORM 

CLEANING DONE BY: [initials] 
CLEANING VERIFIED BY: [initials] 

DATE: 02/28/97 
DATE: 02/28/97 

STATUS: CONFORMS XX 

DOES NOT CONFORM _ 


Highly confidential subject to protective order 

FOURNIER 1001523 


02/28/97 


Dissolution of 0.025M NaLS 
Tablets lot 340 


75 rpm 


1. Raw materials 

100 mg fenofibrate tablets 

lot #340 date 07/02/97 PharmPass 

2. Preparation of dissolution medium 
purified water of the day: 


tare = 3.3922 g [initials] 02/28/97 [initials] 02/28/97 
gross = 11.1997 g [initials] 02/28/97 [initials] 02/28/97 
net = gross - tare = 11.1991 - 3.3922 = 7.8069 kg 


NaLS arrl768: 

7.8069 x 288.4 x 0.025 = 56.29 g to be weighed. 


* ARR1768 * 
PRODUCT => NALAUSF 


SIMPLE WEIGHING 


Date weighed: 02/28/1997 


10:26:34 AM 


NET WEIGHT => 
TARE => 

GROSS WEIGHT => 


0.056 KG 
0.170 KG 
0.226 KG 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001524 


3t 3. Weighing the dissolution vessels 
Weighed on balance GAL 111 
1L of 0.025M NaLS which is a weight of 1001.0 g 


vessel 

reset 

amt weighed 

signature 

1 

yes 

1001.0 g 

[initials] 02/28/97 

2 

yes 

1001.0 g 

[initials] 02/28/97 

3 

yes 

1001.0 g 

[initials] 02/28/97 

4 

yes 

1001.0 g 

[initials] 02/28/97 

5 

yes 

1001.0 g 

[initials] 02/28/97 

6 

yes 

1001.0 g 

[initials] 02/28/97 


4. Weighing the tablets 


[See original for weight slip.] 


5. Dissolution conditions 

Prolabo dissolutest GAL 103 UV 930 GAL 108 

[initials] 2/28/97 paddles 75 rpm X = 290 nm 

[initials] 02/28/97 water bath 37°C±0.5°C 2 mm cuvettes 

5 ml sample collected and replaced with new medium 
collected with syringe + Prolabo filter ref 17839 8501 

assayed after filtration through Millex HA filter 0.45 nm 


[text cut off] 


Highly confidential subject to protective order 

FOURNIER 1001525 


6. Measurements 


TABLETS OF 100 MG FENOFDBRATE PHARMA PASS LOT 340 IN 0.025M NALS 

02/28/1996 3:[textcutoff]PM 

Lambda No. Value_E 
[See original for figures.] 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNDER 1001526 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR CCOGET TITLE 100 mg Fenofibrate tablets Pharma Pass lot 340 

DATE 02/28/97 NOTEBOOK NO. LF178TERno. 1 

INSTRUMENT gall08-ga!103 FILE m\commun\ginq\donnbase\LF178TER\Dissolutioii\340c 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


theoretical mass 

100 


theoretical dosage 

100 

inmg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


[initials and date illegible] 


Highly confidential subject to protective order 


FOURNIER 1001527 


03/4/97 


Dissolution 0.025M NaLS 
Lipanthyl 200M gelcaps Arrl710 


1. Preparation of dissolution medium 0.025MNaLS 

molecular mass of NaLS = 288.4 g 

weight of water: 

tare = 2.755 kg [initials] 3/4/97 [initials] 03/4/97 

gross = 15. 170 kg [initials] 3/4/97 [initials] 03/4/97 
net: 15.170 - 2.755 = 12.415 kg 

or 12.415 x 0.025 x 288.4 = 89.5 g of NaLS to be weighed 


SIMPLE WEIGHING 

Date weighed: 03/04/1997 10:30:29 AM 


* ARR1768 * 

PRODUCT => NALAUSF 

NET WEIGHT => 0.090 KG 

TARE => 0.264 KG 

GROSS WEIGHT => 0.354 KG 

2. Weighing the dissolution medium gal 1 1 1 


1 liter of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt weighed 

signatures 

1 

yes 

1001.0 g 

[initials] 03/04/97 [initials] 

2 

yes 

1001.0 g 

[initials] 03/04/97 [initials] 

3 

yes 

1001.0 g 

[initials] 03/04/97 [initials] 

4 

yes 

1001.0 g 

[initials] 03/04/97 [initials] 

5 

yes 

1001.0 g 

[initials] 03/04/97 [initials] 


[text cut off] 

[illegible initials and date] 


Highly confidential subject to protective order 

FOURNIER 1001528 




3. Weighing the gelcaps 


gaI205 


[See original for weight slip.] 


4. Dissolution conditions 


PROLABO dissolutest 
T° = 37°C±0.5°C 
speed = 75 rpm 


gal 103 


[initials] 3/4/97 [initials] 03/4/97 
[initials] 3/4/97 [initials] 03/4/97 


5 ml sample collected with replacement of the removed medium by 5 ml of new medium. 
Use of a 10 ml plastic syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 
178398501. 

Filtration through Millex HA 0.45 |im ref Millipore SLHA025NB prior to measurement. 
5. Measurements 

KONTRON 930 spectrophotometer gal 108 with 2mm path length cuvette. 


Highly confidential subject to protective order 


FOURNEER 1001529 


200M LIPANTHYL GELCAPS ARR1710 75 RPM 0.025M NALS 


List of parameters 03/04/1996 l:3[textcutoff] PM 


WAVELENGTH Tnml 

m l*. T 1 4 1 u\ , j± t| V_l X XX ^1 1111 J 


WAIT TIMEfs] 

0.0 

INTEGRATION TIME [s] 

5.0 

NUMBER OF SAMPLES: 

1 

CALC MODE 

No 

CHANGE OF BULBS [nm] 

340 

DEUTERIUM BULB 

Yes 

TUNGSTEN BULB 

Yes 

SLIT(S) [nm] 

2.0 

AUTO PRINTING 

No 

AUTO SAVE 

No 


KONTRON INSTRUMENTS UVIKON 93 


200M LIPANTHYL GELCAPS ARR1710 75 RPM 0.025M NALS 


03/04/1996 3:52 PM 

Lambda No. Value_E 

AZ [unknown acronym] air/air 
NaLS/NaLS 

AZ [unknown acronym] NaLS/NaLS 


[See original for figures.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001530 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\graq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR A GRANDJEAN TITLE LDP 200 gelcap plant arrl7 10 

DATE 03/04/97 NOTEBOOK NO. LF 178TER dissolution no. 1 p 47 

INSTRUMENT gal 103-108 FILE m\commun\guiq\dcinnbase\in78ter\dissolution\arrI710c 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

inmg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 Q 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 












% dissolved 


quantity dissolved 
[See original for graphs.] 


time [initials & date illegible] 


Highly confidential subject to protective order 


FOURNIER 1001531 


COMPARISON OF DISSOLUTIONS FOR PHARMA PASS TABLET 
lot 340 AND THE LIPANTHYL 200M GELCAP ARR 1710 



tablets 

gelcaps 

time 

2% Tween 80 0.02M NaLS 0.025M NaLS 

2% Tween 80 0.02MNaLS O.025MNaLS 


[See original for figures.] 


source data from lab notebook LF178ter p27 to p50 


tablets 


2% Tween 80 

[See original for graph.] 0.02M NaLS 

0.025M NaLS 
2% Tween 80 

capsules 0.02MNaLS 

0.025M NaLS 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001532 


3/6/97 


Finding the saturation concentration 
of the co-micronizate 
in0.025MNaLS 


Purpose of the test : Find the saturation concentration of the co-micronizate of 
fenofibrate Arr 1709 in 0.025M NaLS. 


Protocol : Prepare two solutions of co-micronizate in excess in 0.025M NaLS 

in a 1 liter volumetric flask. Stir for 24 hr gal 1 19. 
Filter through Millex 0.45 um ref SLHA025NB 
Do a spectral scan using 2mm path length cuvette. 
Reminder: for 100 mg/1 of feno absorbance = 0.900 


Readings in KONTRON 922 spectrophotometer gal 233 
0.025M NaLS in the reference cuvette 
as per following method. 


CHANGE OF BULBS 340 

DEUTERIUM LAMP Yes 

TUNGSTEN LAMP Yes 

SLIT(S) [nm] 2.0 

AUTOZERO AT STARTUP No 

AUTO PRINTING No 

AUTO SAVE No 

AUTO TRANSFER No 


KONTRON INSTRUMENTS UVIKON922 Operator 


Highly confidential subject to protective order 

FOURNIER 1001533 


3/6/97 


Finding the saturation concentration 
of the co-micronizate 
in 0.025MNaLS 


Purpose of the test : Find the saturation concentration of the co-micronizate of 
fenofibrate Arr 1709 in 0.025M NaLS. 

Protocol : Prepare two solutions of co-micronizate in excess in 0.025M NaLS 

in a 1 liter volumetric flask. Stir for 24 hr gal 1 19. 
Filter through Millex 0.45 um ref SLHA025NB 
Do a spectral scan in 2mm path length cuvette. 
Reminder: for 100 mg/1 of feno absorbance = 0.900 


[text obscured] 

SOLUTION OF CO-MICRONIZATE IN 0.025M NALS SOLUTION B 


Parameter list 03/07/1997 09:37 AM 

START-END WAVELENGTH [nm] 200-350 

SCANNING RATE [nm/min] 200 

SAMPLING INTERVAL [nm] 0.5 

No. OF CYCLES 1 

CYCLE TIME [min] 0.0 

NUMBER OF SAMPLES 1 

CALC MODE Peak detection 

Peak mode Peaks 

Sensitivity 0.1000 ABS 

CHANGE OF BULBS [nm] 340 

DEUTERIUM BULB Yes 

TUNGSTEN BULB Yes 

SL1T(S) [nm] 2.0 

AUTOZERO AT STARTUP No 

AUTO PRINTING No 

AUTO SAVE No 

AUTO TRANSFER No 

KONTRON INSTRUMENTS UVIKON 922 Operator 


Highly confidential subject to protective order 

FOURNIER 1001534 


SOLUTION OF CO-MICRONIZATE IN 0.025M NALS SOLUTION A 


[See original for graph and figures.] 


SOLUTION OF CO-MICRONIZATE IN 0.025M NALS SOLUTION B 


[See original for graph and figures.] 


Results of peak detection 

Sensitivity 0.1000 

Sensitivity mode ABS 

Scale 1 

Loc 
Value 

Peak 

290.50 

1.9681 

KONTRON INSTRUMENTS UVIKON922 Operator 

Solution A: Cs = 1.954 x 100 = 217.1 mg of fenofibrate, or 

0.900 

217.1 x 207 = 224.7 mg of co-micronizate 
200 

Solution B => Cs = 1.968 x 100 = 218.7 mg of fenofibrate, or 

0.900 

218.7 x 207 = 226.3 mg of co-micronizate 
200 

[illegible date] [initials] 


Highly confidential subject to protective order 

FOURNIER 1001535 


SOLUTION OF CO-MICRONIZATE IN 0.025M NALS SOLUTION A 


[See original for graph and figures.] 


Results of peak detection 

Sensitivity 0.1000 

Sensitivity mode ABS 

Scale 1 

Loc 
Value 

Peak 

290.50 

1.9540 


KONTRON INSTRUMENTS UVIKON922 Operator. 


[text obscured] 


Highly confidential subject to protective order 

FOURNDER 1001536 


Result 


The saturation concentration for the co-micronizate Arr 1709 
in 0.025M NaLS is (224.7 + 226.3 = 225.5 mg) 

2 

225.5 mg/1 

that of fenofibrate is 217.1+218.7 = 217.9 mg/1 

2 


07/03/97 [initials] 


Highly confidential subject to protective order 

FOURNIER 1001537 


[date illegible] 


Dissolution of tablet 
PharmaPass lot 351 


75 Preparation of 0.025M NaLS 

molecular mass of NaLS = 288.4 g 

weight of water : 

tare = 2.785 kg [initials] 3/10/97 [initials] 03/10/97 

gross = 23.550 kg [initials] 3/10/97 [initials] 03/10/97 
net: 23.550 - 2.785 = 20.765 kg 

which is 20.765 x 0.025 x 288.4 = 149.7 g of NaLS to be weighed 

see next page for the weight slip 


2. Weighing the dissolution medium gal 1 1 1 
1L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

03/10/97 [initials] [initials] 3/10/97 

2 

yes 

1001.0 g 

03/10/97 [initials] [initials] 3/10/97 

3 

yes 

1001.0 g 

03/10/97 [initials] [initials] 3/10/97 

4 

yes 

1001.0 g 

03/10/97 [initials] [initials] 3/10/97 

5 

yes 

1001.0 g 

03/10/97 [initials] [initials] 3/10/97 

6 

yes 

1001.0 g 

03/10/97 [initials] [initials] 3/10/97 


3. Dissolution conditions 


dissolutest paddles gal 103 

T° = 37°C±0.5°C \ 

speed = 75 rpm / [initials] 3/10/97 [initials] 03/10/97 

5 ml sample collected with replacement of the collected medium with new. 
Utilization of a syringe ref. Plastipak 302188 equipped with a Prolabo prefilter ref. 
178398501. 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNffiR 1001538 


SIMPLE WEIGHING 

Date weighed: 03/10/1997 09:32:47 AM 


75 ARR1768* 

PRODUCT => NALAUSF 

NET WEIGHT => 0. 150 KG 

TARE => 0.266 KG 

GROSS WEIGHT => 0.41 6 KG 


75 Weighing the tablets 
balance AB204 gal 205 


1 tablet of 434 mg contains 100 mg of fenofibrate. 


[See original for weight slip.] 


75 Readings 

[initials] 07/03/97 
In KONTRON 933 930 spectrophotometer gal 108 
filtration of samples through Millex filter ref Millipore SLHA025NB 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001539 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR A GRAND JEAN TITLE 1 00 mg fenofibrate tablets PHARMA PASS lot 35 1 

DATE 03/10/97 NOTEBOOK NO. LF178terp55 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78tei\dissolution\lot 351 

WAVELENGTH 290 cm ELUANT 0.025M NaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


theoretical mass 

434 


theoretical dosage 

100 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


time 


[initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001540 


I LIP 100 TABLET LOT 35l 


03/10/1996 3:00 PM 

Lambda No. Value_E 

[See original for figures.] 

AZ [unknown acronym] air/air 

NaLS/NaLS 
AZ [unknown acronym] NaLS/NaLS 


Highly confidential subject to protective order 

FOURNffiR 1001541 


3/11/97 


Dissolution of fenofibrate tablet 
100 mg PHARMA PASS lot 354 


These 434 mg tablets contain 100 mg of fenofibrate 
1. Preparation of the 0.025M NaKS 
see p. 55 


2. Weighing the dissolution medium gal 111 
1L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

[initials] 03/1 1/97 [initials] 3/1 1/97 

2 

yes 

1001.0 g 

[initials] 03/1 1/97 [initials] 3/1 1/97 

3 

yes 

1001.0 g 

[initials] 03/1 1/97 [initials] 3/1 1/97 

4 

yes 

1001.0 g 

[initials] 03/1 1/97 [initials] 3/1 1/97 

5 

yes 

1001.0 g 

[initials] 03/1 1/97 [initials] 3/1 1/97 

6 

yes 

1001.0 g 

[initials] 03/1 1/97 [initials] 3/1 1/97 


3. Weighing the tablets gal 205 


[See original for weight slip.] 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001542 


4. Dissolution conditions 


Prolabo dissolutest with paddles gal 103 
T° = 37°C±0.5°C \ 

speed = 75 rpm / [initials] 3/11/97 [initials] 03/11/97 


Collected 5 ml sample of the medium, replaced with new medium. 

Used a 10 ml plastic syringe ref. Plastipack 302188 equipped with a Prolabo prefilter ref. 

178398501. 


5. Readings [initials] 07/03/97 

in KONTRON 922 930 spectrophotometer gal 108 

2mm path length cuvette 


TABLET PHARMA PASS 100MG FENO LOT 354 


03/11/1996 12:41PM 

Lambda No. Value_E 

AZ [unknown acronym] 
air/air 

NaLS/NaLS 

AZ [unknown acronym] 

NaLS/NaLS 


[See original for figures.] 


[initials] 03/07/97 


Highly confidential subject to protective order 

FOURNIER 1001543 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 

OPERATOR A GRANDJEAN TITLE 100 mg fenofibrate tablets PHARM PASS lot 354 

DATE 03/11/97 NOTEBOOK NO. LF178terp58 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78ter\dissolution\lot 354 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

434 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 
[See original for graphs.] 


time [initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001544 


Dissolution of Pharma Pass tablet 
100 mg fenofibrate lot 358 


1. Preparation of the dissolution medium NaLS 0.025M 

see p. 55 

2. Weighing the dissolution medium gal 1 1 1 


1L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

[initials] 03/11/97 [initials] 3/11/97 

2 

yes 

1001.0 g 

[initials] 03/11/97 [initials] 3/11/97 

3 

yes 

1001.0 g 

[initials] 03/11/97 [initials] 3/1 1/97 

4 

yes 

1001.0 g 

[initials] 03/11/97 [initials] 3/1 1/97 

5 

yes 

1001.0 g 

[initials] 03/11/97 [initials] 3/11/97 

6 

yes 

1001.0 g 

[initials] 03/11/97 [initials] 3/1 1/97 


3. Weighing the tablets gal 205 


1 tablet weighs an average of 434 mg and contains 100 mg of feno 


[See original for weight slip.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNTER 1001545 




4. Dissolution conditions 


Prolabo dissolutest with paddles gal 103 


T° = 37°C±0.5°C 
speed = 75 rpm 


\ 

/ [initials] 3/11/97 [initials] 03/11/97 


5 ml sample collected of the medium for measurement, with replacement of the collected 
medium with 5 ml of new medium. 

Utilization of a 10 ml plastic syringe ref. Plastipack 302188 equipped with a Prolabo 
prefilterref. 178398501. 


5. Readings [initials] 07/03/97 

using KONTRON 933 930 spectrophotometer gal 108 in 2mm path length cuvettes 
filtration of samples through Millex HA 0.45 ^m ref Millex SLHA025NB 


TABLET PHARMA PASS 100MG FENO LOT 358 


03/11/1996 4:07 PM 


Lambda No. Value_E 


AZ [unknown acronym] 
air/air 

NaLS/NaLS 

AZ [unknown acronymn] 


NaLS/NaLS 


[See original for figures.] 


[initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001546 


[numbers cut off] 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


290.0 


23 


0.7620 1 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


A GRANDJEAN TITLE 100 mg fenofibrate tablet PHARMA PASS lot 358 

03/1 1/97 NOTEBOOK NO. LF 178ter p 61 

gal 103 108 FILE m\commun^ginq^donnbase\lfl78teI^dissolution\lot358 

290 cm ELUANT 0.025M NaLS 

2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

434 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 
[See original for graphs.] 


time [initials] 07/03/97 


Highly confidential subject to protective order 


FOURNffiR 1001547 


3/13/97 


Dissolution of Pharma Pass tablet 
100 mg fenofibrate lot 361 


1. Preparation of the dissolution medium 0.025M NaLS 
molecular mass of NaLS = 288.4 g 

weighing the water : 

tare = 2.775 kg [initials] 3/13/97 [initials] 03/13/97 
gross = 20.180 kg [initials] 3/13/97 [initials] 03/13/97 
net 20.180 - 2.775 = 17.405 kg 

which is 17.405 x 0.025 x 288.4 = 125.5g of NaLS to be weighed 


SIMPLE WEIGHING 


Date weighed: 03/13/1997 


11:20:29 AM 


* ARR1768 * 


PRODUCT => NALAUSF 
NET WEIGHT => 
TARE => 

GROSS WEIGHT => 


0.126 KG 
0.266 KG 
0.392 KG 


2. Weighing the dissolution medium gal 111 


1L of 0.025M NaLS = 1001.0 g 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001548 


vessel 

reset 

amt weighed 

signature 

1 

yes 

1001.6 g 

Tinitials] 03/13/97 [initials] 3/13/97 

2 

yes 

1001.6 g 

rinitials] 03/13/97 [initials] 3/13/97 

3 

yes 

1001.6 g 

[initials] 03/13/97 [initials] 3/13/97 

4 

yes 

1001.6 g 

[initials] 03/13/97 [initials] 3/13/97 

5 

yes 

1001.6 g 

[initials] 03/13/97 [initials] 3/13/97 

6 

yes 

1001.6 g 

[initials] 03/13/97 [initials] 3/13/97 


3 - Weighing the tablets - gal 205 

a 434 mg tablet contains 100 mg of fenofibrate 


[See original for weight slip.] 


4 - Dissolution conditions 

Prolabo dissolutest gal 103 with paddles 

T° = 37°C±0.5°C \ [initials] 03/13/97 

speed = 75 rpm / [initials] 3/13/97 [initials] 03/11/97 


5 ml of medium collected using a plastic 10ml syringe ref. Plastipack 302188 equipped 

with a Prolabo prefilter ref. 178398501. 

Replacement of the collected medium with 5ml of new medium. 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNDER 1001549 


5. Readings 

[initials] 07/03/97 

using KONTRON 933 930 spectrophotometer gal 108 in 2mm path length cuvette 
filtration of samples through Millex HA 0.45nm filters ref Millipore SLHA025NB 


TABLET PHARMA PASS 100MG LOT 361 

03/13/1996 3:48 PM 

Lambda No. Value_E 

AZ [unknown acronymn] 
air/air 

NaLS/NaLS 

AZ [unknown acronymn] 
NaLS/NaLS 


[See original for figures.] 


[initials] [illegible date] 


Highly confidential subject to protective order 

FOURNIER 1001550 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distein5 
date printed: 02/06/97 


OPERATOR A GRANDJEAN TITLE 100 mg fenofibrate tablet PHARMA PASS lot 361 

DATE 03/13/97 NOTEBOOK NO. LF178terp64 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78tei\dissolution\lot 361 

WAVELENGTH 290 cm ELUANT 0.025 M NaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

434 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 \_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


*without significant impact on processing the data 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 6 

standard 
deviation 

CV 











RESULTS — OUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 












% dissolved 


time 


quantity dissolved 
[See original for graphs.] 

time [initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001551 


3/14/97 


Dissolution of PHARMA PASS tablets 
with 100 mg fenofibrate 
lot 334 


1. Preparation of the dissolution medium 0.025MNaLS 

see p. 64 

2. Weighing the dissolution medium gal 111 


1L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

[initials] 03/14/97 [initials] 3/14/97 

2 

yes 

1001.0 g 

[initials] 03/14/97 [initials] 3/14/97 

3 

yes 

1001.0 g 

[initials] 03/14/97 [initials] 3/14/97 

4 

yes 

1001.0 g 

[initials] 03/14/97 [initials] 3/14/97 

5 

yes 

1001.0 g 

[initials] 03/14/97 [initials] 3/14/97 

6 

yes 

1001.0 g 

[initials] 03/14/97 [initials] 3/14/97 


3. Weighing the tablets gal 205 


one 434 mg tablet contains 100 mg of fenofibrate 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001552 




[See original for weight slip.] 


4. Dissolution conditions 

Prolabo dissolutest with paddles gal 103 


T° = 37°C±0.5°C 


speed = 75 rpm 


[initials] 3/14/97 [initials] 03/14/97 
[initials] 3/14/97 [initials] 03/14/97 


5 ml of medium collected using a 10 ml syringe ref Plastipack 302188 equipped with a 
Prolabo prefilter ref 178 398 501. 

The collected medium is replaced with 5 ml of new medium. 


5. Readings 

[initials] [07/03/97] 

Using KONTRON 922 930 spectrophotometer gal 108 in 2mm path length cuvettes 

Each sample is filtered prior to measurement through Millex HA 0.45nm ref Millipore 
SLHA025NB 


[initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001553 


TABLETS PHARMA PASS LOT 334 100MG FENOFIBRATE 


03/14/1996 10:48 AM 

Lambda No. ValueJE 

AZ [unknown acronymn] 

yes/yes 

NaLS/NaLS 

AZ [unknown acronymn] 
NaLS/NaLS 

- forgot to 
print TO 


[See original for figures.] 


[date and initials cut off] 


Highly confidential subject to protective order 

FOURNffiR 1001554 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR AGRANDJEAN TITLE 100 mg fenofibrate tablet PHARMA PASS lot 334 

DATE 03/14/97 NOTEBOOK NO. LF178terp68 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78tei\dissolution\Iot 334 

WAVELENGTH 290 cm ELUANT 0.025M NaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


theoretical mass 

434 


theoretical dosage 

100 

in mg 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


[initials] 07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See original for figures. Dissolution form obscured by the following form - unobscured 
dissolution form appears on page 1001556.] 

DISSOLUTION OF PHARMA PASS TABLETS 
CONTAINING 100 MG OF FENOFIBRATE 


time 


lot 334 


lot 351 


lot 354 


lot 358 


lot 361 


[See original 
for figures.] 


[See original for graph.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNDER 1001555 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR A GRANDJEAN TITLE 100 mg fenofibrate tablet PHARMA PASS lot 334 

DATE 03/14/97 NOTEBOOK NO. LF178terp68 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78tei\dissolution\lot 334 

WAVELENGTH 290 cm . ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

434 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


[initials] 
07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — OUANTTTY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 
[See original for figures.] 


Highly confidential subject to protective order 

FOURNIER 1001556 


3/20/97 


The dissolution medium chosen for the rest of the study is 0.025M NaLS 


Dissolution of Canada gelcaps 
of 200mg lipidil micronized 


Context 

These dissolutions of CANADA gelcaps are for tho determination the 
pharmaco vigilanc ekinetic study. 

2 lots are currently to be studied lot 48 

lot 49 


A. lot 48 

1. Preparation of the 0.025M NaLS 

molecular mass of NaLS = 288.4g 

weighing the water: 

tare 2.805 kg [initials] 3/20/97 [initials] 03/20/97 

net: 20.230 - 2.805 = 17.425 kg 

gross: 20.230 kg [initials] 3/20/97 [initials] 03/20/97 
which is 17.425 x 0.025 x 288.4 = 125.6g of NaLS to be weighed 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001557 


SIMPLE WEIGHING 

Date weighed: 03/20/1 997 1 1 :2 1 :05 AM 


* ARR1768 * 

PRODUCT => NALAUSF 

NET WEIGHT => 0. 126 KG 

TARE => 0.262 KG 

GROSS WEIGHT => 0.388 KG 

2. Weighing the dissolution medium gal 1 1 1 


1 liter of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

[initials] 03/20/97 [initials] 3/20/97 

2 

yes 

1001.0 g 

[initials] 03/20/97 [initials] 3/20/97 

3 

yes 

1001.0 g 

[initials] 03/20/97 [initials] 3/20/97 

4 

yes 

1001.0 g 

[initials] 03/20/97 [initials] 3/20/97 

5 

yes 

1001.0 g 

[initials] 03/20/97 [initials] 3/20/97 

6 

yes 

1001.0 g 

[initials] 03/20/97 [initials] 3/20/97 


3. Dissolution conditions 


Dissolutest with paddles gal 103 

T° = 37°C±0.5°C [initials] 3/20/97 [initials] 03/20/97 
speed = 75 rpm [initials] 3/20/97 [initials] 03/20/97 

5 ml of medium collected at T: 5, 10, 15, 20, 30, 40, 50, 60, 120 min with a plastic 10 ml 
syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 178398501. 
The collected medium is replaced with 5 ml of new medium. 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001558 


4. Measurements 


Using KONTRON spectrophotometer 930 gal 108 
in 2mm path length cuvette 

filtration of samples through Millex HA 0.45|im ref SLHA025NB 
GELCAPS LIP 200M CANADA LOT 48 

03/20/1996 3:47 PM 


Lambda No. Value_E 

AZ [unknown acronymn] air/air 
NaLS/NaLS 
AZ [unknown acronymn] NaLS/NaLS 


[See original for figures.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001559 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR A GRANDJEAN TITLE lip200 M gelcaps Canada lot 48 

DATE 03/20/97 NOTEBOOK NO. Lf I78ter dissolution no. 1 p72 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbaseUn 78teAdissolution\lot 48 Canada 

WAVELENGTH 290 cm ELUANT 0.025M NaLS 

CUVETTE in mm 2 mm STIRRING 75rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 

DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

inmg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 
[See original for graphs.] 


time 


time [initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001560 


3/21/97 


B. Lot 49 

1. Preparation of the dissolution medium 0.025MNaLS 

see p72 

2. Weighing the dissolution medium gal 111 


1L of NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

[initials] 03/21/97 [initials] 03/21/97 

2 

yes 

1001.0 g 

[initials] 03/21/97 [initials] 03/21/97 

3 

yes 

1001.0 g 

[initials] 03/21/97 [initials] 03/21/97 

4 

yes 

1001.0 g 

[initials] 03/21/97 [initials] 03/21/97 

5 

yes 

1001.0 g 

[initials] 03/21/97 [initials] 03/21/97 

6 

yes 

1001.0 g 

[initials] 03/21/97 [initials] 03/21/97 


3. Dissolution conditions 


Prolabo dissolutest gal 103 with rotating paddles 

T° = 37°C±0.5°C [initials] 3/21/97 [initials] 03/21/97 
speed = 75 rpm [initials] 3/21/97 [initials] 03/21/97 

5 ml of medium collected at T = 5, 10, 15, 20, 30, 40, 50, 60, 120 min using a plastic 10 
ml syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 178 398 501. 
The collected medium is replaced with 5 ml of new medium. 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNBER 1001561 


4. Measurements 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR A GRANDJEAN TITLE gelcaps lip200 M Canada lot 49 

DATE 03/21/97 NOTEBOOK NO. If 178ter dissolution no. 1 p76 

INSTRUMENT gal 103 108 FILE m \commun\ginq\donnbase\lfl78tei\dissoluuon\lot 49 Canada 

WAVELENGTH 290 cm ELUANT 0.025M NaLS 

CUVETTE in mm 2 mm STIRRING 75 ipm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


time 


time [initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001562 


4. Measurements 

Using KONTRON spectrophotometer 930 gal 108 in 2mm path length cuvettes 
FIXED WAVELENGTH 

03/21/1996 3:03 PM 


Lambda No. Value_E 

AZ [unknown acronymn] air/air 
NaLS/NaLS 
AZ [unknown acronymn] NaLS/NaLS 

[See original for figures.] 


a drop fell into the [illegible] 
of the cuvette => reading redone 


Highly confidential subject to protective order 

FOURNIER 1001563 


continuation of p 72 study 3/24/97 
C. Lot 50 

1. Preparation of the dissolution medium 0.025MNaLS 

molecular mass of NaLS = 288. 4g 

weiehing the water : 

tare 2.803 kg [initials] 3/24/97 [initials] 03/24/97 

gross: 17.920 kg [initials] 3/24/97 [initials] 03/24/97 
net: 17.920 - 2.830 = 15.090 kg 

which is 15.090 x 288.4 x 0.025 = 108.8g of NaLS to be weighed 


SIMPLE WEIGHING 

Date weighed: 03/24/1997 10:44: 12 AM 


* ARR1768 * 

PRODUCT => NALAUSF 

NET WEIGHT => 0. 1 09 KG 

TARE => 0.265 KG 

GROSS WEIGHT => 0.374 KG 

2. Weighing the dissolution medium gal 1 1 1 


1L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signatures 

1 

yes 

1001.0 g 

[initials] 03/24/97 [initials] 3/24/97 

2 

yes 

1001.0 g 

[initials] 03/24/97 [initials] 3/24/97 

3 

yes 

1001.0 g 

[initials] 03/24/97 [initials] 3/24/97 

4 

yes 

1001.0 g 

[initials] 03/24/97 [initials] 3/24/97 

5 

yes 

1001.0 g 

[initials] 03/24/97 [initials] 3/24/97 

6 

yes 

1001.0 g 

[initials] 03/24/97 [initials] 3/24/97 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNTER 1001564 




3. Dissolution conditions 


Prolabo dissolutest gal 103 equipped with rotating paddles 


T° = 37°C±0.5°C 
speed = 75 rpm 


[initials] 3/24/97 [initials] 03/24/97 
[initials] 3/24/97 [initials] 03/24/97 


5 ml sample of medium collected at T = 5, 10, 15, 20, 30, 40, 50, 60, 120 min using a 
plastic 10 ml syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 
178398501. 

The collected medium is replaced with 5 ml of new medium. 


4. Measurements 

Using KONTRON spectrophotometer 930 gal 108 
in 2mm path length cuvettes 

filtration of samples through Millex HA 0.45 |im filters ref Millipore SLHA025NB. 


FIXED WAVELENGTH 


03/24/1996 3:24 PM 


Lambda No. ValueJE 


AZ [unknown acronymn] air/air 
NaLS/NaLS 
AZ [unknown acronymn] NaLS/NaLS 


[See original for figures.] 


[initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001565 


DISSOLUTION 


OPERATING CONPmONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR A GRAND JEAN TITLE gelcaps lip200 M Canada lot 50 

DATE 03/24/97 NOTEBOOK NO. If 1 78ter dissolution no. 1 p78 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78ter\dissolution\lot 50 Canada 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL I 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 












% dissolved 


quantity dissolved 
[See original for graphs.] 

time [initials] 07/03/97 


Highly confidential subject to protective order 


FOURNIER 1001566 


3/25/97 


Dissolution of lipanthyl 200 M 
lot 2177 


Context: compare this dissolution with those for the lipanthyl 200 gelcaps - CANADA 
lots. 

1. Preparation of the 0.025M NaLS 
see p78. 


2. Weighing the dissolution medium gal 111 
1L of 0.025M NaLS = 1001. Og 


vessel 

reset 

amt 
weighed 

signatures 

1 

yes 

1001.0 g 

[initials] 03/25/97 [initials] 3/25/97 

2 

yes 

1001.0 g 

[initials] 03/25/97 [initials] 3/25/97 

3 

yes 

1001.0 g 

[initials] 03/25/97 [initials] 3/25/97 

4 

yes 

1001.0 g 

[initials] 03/25/97 [initials] 3/25/97 

5 

yes 

1001.0 g 

[initials] 03/25/97 [initials] 3/25/97 

6 

yes 

1001.0 g 

[initials] 03/25/97 [initials] 3/25/97 


3. Operating conditions 


dissolutest with paddles gal 103 

T° = 37°C±0.5°C [initials] 3/25/97 [initials] 03/25/97 

speed = 75 rpm [initials] 3/25/97 [initials] 03/25/97 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNTER 1001567 



5 ml of medium collected at T = 5, 10, 15, 20, 30, 40, 50, 60, 120 min using a plastic 10 
ml syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 178398501. 

The collected new medium is replaced with 5 ml of new medium. 


4. Measurements 

KONTRON 930 spectrophotometer gal 108 
in 2mm path length cuvette 

filtration of samples through Millex HA 0.45^m ref Millipore SLHA025NB 


GELCAPS LIP200M LOT 2177 

03/25/1996 11:22 AM 


Lambda No. Value_E 

AZ [unknown acronymn] 
air/air 

NaLS/NaLS 

AZ [unknown acronymn] 
NaLS/NaLS 


[See original for figures.] 


[initials] 07/03/97 

Highly confidential subject to protective order 

FOURNIER 1001568 


DISSOLUTION 

m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR A GRANDJEAN TITLE gelcaps Iip200 M lot 2177 

DATE 03/25/97 NOTEBOOK NO. If 178ter dissolution no.l p81 

INSTRUMENT gal 103 108 FILE m\commun\ginq\donnbase\lfl78ter\dissolution\lot 2177 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75rpm 


SAMPLE PREPARATION 


theoretical mass 

200 


theoretical dosage 

200 

inmg 


mass of test sample 
quantity of active substance 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 | ~| 

DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See original for figures*] 

RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved quantity dissolved 


[See original for graphs.] 


time [initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001569 



Canada lots 

time 

lot 2177 

lot 48 

lot 49 

lot 50 



[See 

original 

for 

figures.] 




If 178ter dissolution no. 1 
pages 72-83 


comparison of dissolutions of lip200M gelcaps 


[See original for graph.] 


time in minutes 


Lot 2177 is not different from the CANADIAN lots, but note the difference at 10 min, 15 
min and 20 min of approximately 10%. 

[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001570 


4/3/97 


Dissolution of lot 2394/01 RG 


two hardnesses were tested = 14 and 18 kg 

A. Hardness of 14 kg 

1 . Preparation of the 0.025M NaLS 

molecular mass of NaLS = 288.4 g 
Weighing the water : 


gross: 20.870 kg [initials] 4/3/97 [initials] 04/03/97 
net: 20.870 - 3.080 = 17.790 kg 


which is 17.790 x 0.025 x 288.4 = 128.3g 
SIMPLE WEIGHING 


tare 3.080 kg 


[initials] 4/3/97 [initials] 04/03/97 


Date weighed: 04/03/1997 


11:26:55 AM 


* ARR1768 * 


PRODUCT => NALAUSF 
NET WEIGHT => 
TARE => 

GROSS WEIGHT => 


0.128 KG 
0.154 KG 
0.282 KG 



11 


[initials] 4/4/97 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001571 


vessel 

reset 

amt weighed 

signatures / 

1 

yes 

1001.0 g 

[initials] 04/03/97 [initials] 4/3/97 / 

2 

yes 

1001.0 g 

[initials] 04/03/97 [initials] 4/3/97/ 

3 \ 

yes 

1001.0 g 

[initials] 04/03/97 [initials] 4/3/^7" 

4 \ 

yes 

1001.0 g 

[initials] 04/03/97 [initials] 4/3/97 

5 \ 

yes 

1001.0 g 

[initials] 04/03/97 [initials] 4^3/97 

6 \ 

yes 

1001.0 g 

[initials] 04/03/97 [initials/4/3/97 


3. Weighinkthe tablets gal 205 
One 694.4 mg tablet contains 160 mg of fenofibrate 

[See original foryweight slip.] 


initials] 4/4/97 


4. Dissolution conditions 
Prolabo dissohuest equipped with rotating paddles gal 103 


T° = 37°C±0.5°C 
speed =120 rpm 


[initialsV 4/3/97 [initials] 04/03/97 
[initials] V?/97 [initials] 04/03/97 


5 ml^ample of medium collected at T = 5, 10, 15, 20, 30, 40, 50, 60, 120 min 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001572 



[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001573 



[This page is blank and crossed out.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001574 


4/4/97 


B. Hardness of 18 kg 

fiA Preparation of the 0.025M NaLS 
seep85 

2. Weighingqhe dissolution medium gal 111 
1L of OJ5I25M NaLS = 1001 .0g 



[initials] [date illegible] 


Highly confidential subject to protective order 


FOURNIER 1001575 



Hardness - 14 kg 
continued from page 85 


2. Weighing the dissolution medium gal 1 1 1 
lLof 0.025M NaLS = lOOl.Og 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

[initials] 04/04/97 [initials] 4/4/97 

2 

yes 

1001.0 g 

[initials] 04/04/97 [initials] 4/4/97 

3 

yes 

N/A 

[initials] 04/04/97 [initials] 4/4/97 

4 

yes 

1001.0 g 

[initials] 04/04/97 [initials] 4/4/97 

5 

yes 

1001.0 g 

[initials] 04/04/97 [initials] 4/4/97 

6 

yes 

1001.0 g 

[initials] 04/04/97 [initials] 4/4/97 


Not enough 0.025M NaLS dissolution in [illegible - probably 5 lets] vessels 


3. Weighing the tablets gal 205 

A 694.4 mg tablet contains 160 mg of fenofibrate 


[See original for weight slip.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNDER 1001576 


4. Dissolution conditions 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02J06/91 


OPERATING CONDITIONS AND SETTINGS 

OPERATOR A GRAND JEAN TITLE 160 mg fenofibrate tablet lot 2394/01 Rg 14 kg hardness 

DATE 04/04/97 NOTEBOOK NO. LF178terp90 

INSTRUMENT gal 103 108 FILE m\commun\giiiq\donnbase\lfl78terNdissolution\0IRg 14 kg 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 
[See original for graphs.] 


Highly confidential subject to protective order 


FOURNffiR 1001577 


4. Dissolution conditions 


Prolabo dissolutest gal 103 equipped with rotating paddles 


T° = 37°C±0.5°C 
speed = 75 rpm 


[initials] 4/4/97 [initials] 04/04/97 
[initials] 4/4/97 [initials] 04/04/97 


5 ml sample of medium collected at T = 5, 10, 15, 20, 30, 40, 50, 60 min using a plastic 
10 ml syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 178398501. 
The collected medium is replaced with 5 ml of new medium. 


4. Measurements 

KONTRON spectrophotometer 930 gal 108 
in 2mm path length cuvette 

filtration of samples through Millex HA filters ref Millipore SLHA025NB. 


FIXED WAVELENGTH 


04/04/1996 10:51 AM 


Lambda 


No. Value_E 


[See original for figures.] 


Highly confidential subject to protective order 


FOURNIER 1001578 


4/7/97 


Dissolution of tablets lfl78 

(lot 348 Canada) 
coated with OPADRY OY 


lot 2393/01 RG 


1 . Preparation of 0.025M NaLS ([illegible] not working, removed manually) 

molecular mass of NaLS = 288.4 g 

tare water = 2.725 kg [initials] 4/7/97 [initials] 104/07/97 

gross water = 28.830 kg [initials] 4/7/97 [initials] |04/07/97 

net = 28.830 -2.725 = 26.105 kg 

which is 26.105 x 288.4 x 0.025 = 188.2 g of NaLS 

gal Oil tare= 635.7 g [initials] 4/7/97 [initials] 04/07/97 

gross = 824.0 g [initials] 4/7/97 [initials] 04/07/97 

net = 824.0 - 635.7 = 188.3g 


2. Weighing the dissolution medium gal 111 
1L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt 
weighed 

signature 

1 

yes 

1001.0 g 

04/07/97 [initials] [initials] 4/7/97 

2 

yes 

1001.0 g 

04/07/97 [initials] [initials] 4/7/97 

3 

yes 

1001.0 g 

04/07/97 [initials] [initials] 4/7/97 

4 

yes 

1001.0 g 

04/07/97 [initials] [initials] 4/7/97 

5 

yes 

1001.0 g 

04/07/97 [initials] [initials] 4/7/97 

6 

yes 

1001.0 g 

04/07/97 [initials] [initials] 4/7/97 


[initials] 06/02/97 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNffiR 1001579 


3. Weighing the tablets gal 205 


the tablets contain 100 mg of fenofibrate 


[See original for weight slip.] 


4. Dissolution conditions 


Prolabo dissolutest gal 103 equipped with rotating paddles 


T° = 37°C±0.5°C 
speed = 75 rpm 


[initials] 4/7/97 [initials] 04/07/97 
[initials] 4/7/97 [initials]- 04/07/97 


5 ml sample of medium collected at T = 5, 10, 15, 20, 30, 40, 50, 60 min using a plastic 
10 ml syringe ref Plastipack 302188 equipped with a Prolabo prefilter ref 178398501. 
The collected medium is replaced with 5 ml of new medium. 

4. Readings 

KONTRON spectrophotometer 930 gal 108 
2mm path length cuvettes 


LF178TER LOT 2393/01RG COATED OPADRY OY 


04/07/1996 l:[text cut off] PM 


[initials] 06/02/97 


Lambda 


No. Value_E 

AZ [unknown acronymn] air/air 
NaLS/NaLS 
AZ [unknown acronymn] NaLS/NaLS 


[initials] [date illegible] 


Highly confidential subject to protective order 


FOURNIER 1001580 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\conwiun\ginq\traitdon\distern5 
date printed: 02/06/97 


OPERATOR A GRANDJEAN TITLE tablets coated with OPADRY OY lot 2393/0 1RG 

DATE 04/07/97 NOTEBOOK NO. LF 178ter dissolutionpage 92 

INSTRUMENT gal 103 108 FILE m\conimun\giiiq>donnbaseVlfl78te^ssolution\lot 2393rg01 

WAVELENGTH 290 cm ELUANT 0.025MNaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


theoretical mass 

100 


theoretical dosage 

100 

in mg 


[initials] 06/02/97 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 mg/1 \__ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures J 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 











RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 












% dissolved 


quantity dissolved 
[See original for graphs.] 

time [initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001581 


[See original for figures.] 


Highly confidential subject to protective order 

FOURNEER 1001582 


04/07/97 


LOT RG 2394/01 
hardness - 14 kg 

1. Preparation of dissolution medium 
see page 92 


2. Weighing the dissolution medium Balance GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 0.025 NaLS 

verifiers 

1 

yes 

1001.0 g 

[initials] 4/7/97 [initials] 04/07/97 

2 

yes 

1001.0 g 

[initials] 4/7/97 [initials] 04/07/97 

3 

yes 

1001.0 g 

[initials] 4/7/97 [initials] 04/07/97 

4 

yes 

1001.0 g 

[initials] 4/7/97 [initials] 04/07/97 

5 

yes 

1001.0 g 

[initials] 4/7/97 [initials] 04/07/97 

6 

yes 

1001.0 g 

[initials] 4/7/97 [initials] 04/07/97 


Dissolution conditions 


Dissolutest T° = 37°C±0.5 [initials] 4/7/97 [initials] 04/07/97 

GAL 091 speed = 75 rpm [initials] 4/7/97 [initials] 04/07/97 

3. Weighing the tablets Balance GAL 344 205 [initials] 04/07/97 

no. 3 and 5: reset not exact. Error taken into account for the net value entered on the 
calculation sheet, [initials] 07/1 1/97 

[See original for weight slip.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001583 


4. Readings 

UV GAL 233 290 nm cell 2mm chronoGAL123 


1 LF 178 TER LOT RG 2394/01 14 KG . 

1 " 04/06/1997 10:53 PM 

Lambda No. Value_E 

[text obscured] 
due to a problem 

[illegible - probably with cleanliness of] the cell during 

the reading...? 
[initials, date illegible] 

1) AZ [unknown acronymn] Air/ Air 

2) NaLS/NaLS 

3 


Highly confidential subject to protective order 

FOURNIER 1001584 


290.0 30 1.2406 1 290.0 60 1.3949_1 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR D LECRIT TITLE LF 178 TER RG 2394/01 at 14 KG 

DATE 04/07/97 NOTEBOOK NO. 178 TER no. 1 p 96 95 

INSTRUMENT GAL 233 GAL 091 FILE m \coinmun\ginq\donnbase\in78terNdissolution\lot 2394RG01 14 kg 

WAVELENGTH 290 cm ELUANT 0.025M NaLS 

CUVETTE in mm 2 mm STIRRING 75 rpm 


SAMPLE PREPARATION 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


wrong masses for cell 3 and 5 see page 95 [initials] 07/1 1/97 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


1 


[initials] 07/11/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


[See original for figures.] 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 


FOURNIER 1001585 


LOT RG 2394/01 


Hardness - 18 kg 


1. Preparation of dissolution medium 
see page 92 


2. Weighing the dissolution medium Balance GAL 111 
1 liter 0.025M NaLS -> 1001.0 g 


vessel 

reset 

massof0.025M NaLS 

verifications 

1 

yes 

1001.0 g 

[initials] 04/07/97 [initials] 04/07/97 

2 

yes 

1001.0 g 

[initials] 04/07/97 [initials] 04/07/97 

3 

yes 

1001.0 g 

[initials] 04/07/97 [initials] 04/07/97 

4 

yes 

1001.0 g 

[initials] 04/07/97 [initials] 04/07/97 

5 

yes 

1001.0 g 

[initials] 04/07/97 [initials] 04/07/97 

6 

yes 

1001.0 g 

[initials] 04/07/97 [initials] 04/07/97 


Dissolution conditions 


Dissolutest T° = 37°C±0.5 [initials] 4/7/97 [initials] 04/07/97 

GAL 091 speed = 75 rpm [initials] 4/7/97 [initials] 04/07/97 


3. Weighing the tablets Balance GAL 344 205 [initials] 04/07/97 


[See original for weight slip.] 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001586 


UV GAL 255 290 nm 2mm cell 


LF 178 TER LOT RG 2394/01 18 KG 


04/07/1997 2:23 AM 

Lambda No. Value_E 


1 AZ [unknown acronymn] Air/ Air 

2 NaLS/NaLS 


[See original for figures.] 


[text obscured] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001587 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 

WAVELENGTH 
CUVETTE in mm 


D. LECRIT 
04/07/97 
GAL 233 
GAL 091 
290 cm 
2 mm 


290.0 61 1.3210_1 
290.0 62 1.3349 1 


m:\commun\ginq\tiaitdon\distem5 
date printed: 02/06/97 


TITLE LF 178 TER RG 2394/01 at 18 KG 

NOTEBOOK NO. LF 178 TER no. p98 97 

FILE m\commun\ginq\donnbase\lfl78tei\dissolution\lot 2394RG01 18 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

tnmg 


[initials] 07/03/97 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNIER 1001588 


UV GAL 233 290 nm 2mm cell 


1 LF 178 TER LOT RG 2394/01 18 KG _ 

" " 04/07/1997 2:23 AM 

Lambda No. Value_E 


1 AZ [unknown acronymn] Air/ Air 

2 NaLS/NaLS 

3 AZ [unknown acronymn] NaLS/NaLS 

[See original for figures.] 


^abnormal value 

(% dissolved < previous T) 

not retained 

* problem with reading 

new measurement done 

on the same sample 

[initials] 06/07/97 


DISSOLUTION 

m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 

OPERATING CONDITIONS AND SETTINGS 


OPERATOR D. LECRIT TITLE 

DATE 04/07/97 NOTEBOOK NO. 

INSTRUMENT GAL 233 GAL 091 FILE 

WAVELENGTH 290 cm ELUANT 

CUVETTE in mm 2 mm STIRRING 


LF 178 TER RG 2394/01 at 18 KG 
LF 178 TER no.p98 97 

m\commun\ginq\donnbase\lfl78ter\dissolution\lot 2394RG01 18 kg 

0.025M NaLS 

75rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 

DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


[initials] 07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[See origina 


for figures.] 


Highly confidential subject to protective order 


FOURNIER 1001589 


4/7/97 


Assay of fenofibrate in 
tablets of If 178 ter 
lot 2394/01 RG at 14 kg hardness 
at 18 kg hardness 


Assay done by HPLC according to procedure 02DAP004.06/05. 

"Identification and assay of fenofibrate in 200 mg gelcaps of micronized 
fenofibrate" 

Chromatographic conditions 
-HPLC gal 087.089.261 

- column RP 18 (250x4) 5^ (column no. 2) lichrosorb Merck ref 50333 

- ACN/H 2 0 70/30 ACN ref Merck 14291 

acidified to pH = 2.5 

- orthophosphoric acid Prolabo ref 2624.295 

- tetrahydrofurane RS ref 28-556-293. Prolabo. 

- flow rate: 1.2 ml/min 

- T° = 35°C 

injection: loop of 10 ^1 (the loop is rinsed after injection with [text cut off] 

- wavelength: 286 nm 

- analysis time: 10 min for the STAR 

1 lmin for the LC 5000 
12 min for the 9090 


[initials] [illegible date] 


Highly confidential subject to protective order 

FOURNEER 1001590 




1 . Preparation of control solutions gal 205 
1.1. Stock solutions for controls : (do twice) 

Introduce about 25.0 mg of accurately weighed fenofibrate arrl241 into a 50 ml 
volumetric flask. 

Dissolve the feno in 5.0 ml of THF in a magnetic stirrer. 
Qsp with ACN. 

Magnetic stirring for 30 minutes 


1.2 Working solutions for controls 

Using a pipette, introduce 2 ml of the stock solution (control) into a 20 ml volumetric 
flask. 

Qsp with mobile phase then homogenize. 

Tl at 0.514 [ig/10jil 
T2 at 0.512 ng/10 \il 

2. Preparation of test solutions 
2.1 Stock solutions for tests 

to be done twice 


[See original for weight slip.] 


tare 
net 
gross 



gross 


j carefully crush 10 tablets in a mortar. Mix. 

Weigh about 350.0 mg, accurately weighed, of mixture in 150 ml flask. 


[initials] 07/03/[text cut off] 


Highly confidential subject to protective order 


FOURNIER 1001591 


[See original for weight slip.] 
[brut = gross] 


20 250.1 + 101.3 = 351.4 mg 

Add 15.0 ml of THF and 7.5 ml of mobile phase 
Magnetic stirring for 45 min 
Qsp with ACN 
Stir for 45 min 

2.2. Working solutions for tests 

Dilute each stock working solution (for tests) to 1/25. 
Qsp with mobile phase. 

3. Injections and results 

The chromatograms are in appendix 2. 

* inject 5 times Tl and calculate the calibration factor F. 


F = CF < — Tl feno concentration in ^g/10(il 
AF < peak area 


area 

F 

[initials] 07/03/97 



[equation] forTl 

[See original for figures.] 





[initials] 07/03/97 



[equation] satisfactory 



mean of last 3 tests 



[equation] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001592 


calculating the calibration factor for T2 
[See original for figures.] 


* verification of controls 

T2 x 100 = 1.455 x 10-6 = 99.4% controls ok accepted 
Ti 1.464 x 10-6 

* mean of calibration factors = 

MF = 1.455x 10-6 + 1.464x 10-6 = 1.460 x 10-6 
2 

* dose of fenofibrate 

[text crossed out] 

in each preparation (see procedure for expanded formula) 
375 x MFx AlxMM 694.4mg 
PE 

for 14 kg A 

375 x 1.460x10-6 x 144161 x 394.4 = 
351.4 


[See original for formulas.] 


for 
for 
for 
for 

No injection of 18 kg B 


tablet 
tablet 
tablet 


Highly confidential subject to protective order 


[initials] 07/03/97 


FOURNIER 1001593 


whether they have a hardness of 18 kg or 14 kg, the tablets come from the same mixture and 
one can therefore take the mean of these results: 

155.97 + 192.05 + 152.74 = 166.92 mg/tablet. 
3 

lot 2394/Q1RG or 167 mg/tablet. 

note the large value of 192.05 mg. 

The corresponding chromatograms are saved in appendix 2. 

[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNER 1001594 


LOT RG 2396/01 
hardness - 18 kg 

1. Preparation of the dissolution medium 
See page 92 


2. Weighing the dissolution medium Bal GAL 1 1 1 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.1 g 

[initials] 4/8/97 [initials] 04/08/97 

2 

yes 

1001.1 g 

[initials] 4/8/97 [initials] 04/08/97 

3 

yes 

1001.0 g 

[initials] 4/8/97 [initials] 04/08/97 

4 

yes 

1001.0 g 

[initials] 4/8/97 [initials] 04/08/97 

5 

yes 

1001.1 g 

[initials] 4/8/97 [initials] 04/08/97 

6 

yes 

1001.1 g 

[initials] 4/8/97 [initials] 04/08/97 


Conditions 

Dissolutest T° 37°C±0.5 [initials] 4/8/97 [initials] 04/08/97 

GAL 091 speed 75 rpm [initials] 4/8/97 [initials] 04/08/97 


3. Weighing the tablets BAL GAL 205 


[See original for weight slip.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001595 


4. Readings 

UV GAL 233 290 nm 2mm cell Chrono GAL 123 


LF 178 TER LOT RG 2396/01 18 KG 

4/7/1997 10:57 PM 

Lambda No. Value_E 
[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


[initials and date obscured] 


Highly confidential subject to protective order 

FOURNIER 1001596 


4. Readings 

UV GAL 233 290 nm 2mm cell ChronoGAL123 


LF 178 TER LOT RG 2396/01 18 KG 


4/7/1997 10:57 PM 


Lambda No. Value_E 
[See original for figures.] 


1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


DISSOLUTION 


m:\commun\ginq\traitdoD\disteni5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


DLECRIT 
04/08/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE LF 178 TER RG 2396/01 at 18 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 105 

FILE m\commun\ginq\donnbase\lfI 78ter\dissolution\lot 2396RG0 1 1 8 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[initials] 07/03/97 


Highly confidential subject to protective order 


FOURNEER 1001597 


290.0 30 1.1769_1 290.0 60 1.390_1 


[initials] 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRrr 

04/08/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2396/01 at 18 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 105 

FILE m\commun\ginq\donnbase\lf 1 78tei\dissolution\lot 2396RG0 1 1 8 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


[initials] 07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 
[See original for graphs.] 


quantity dissolved 


time 


Highly confidential subject to protective order 

FOURNIER 1001598 


4/8/97 


Dissolution of tablets 
coated with OPADRY OY 
lot 2393/01RG stored 15 days at 75% RH 


1. Preparation of the 0.025M NaLS 

molecular mass of NaLS = 288.4 g 

weighing the water: tare -2.800 kg [initials] 4/8/97 [initials] 04/08/97 

gross = 22.590 kg [initials] 4/8/97 [initials] 04/08/97 
net = 22.590 - 2.800 = 19.790 kg 

which is 19.790 x 288.4 x 0.025 = 143 g of NaLS to be weighed out 

tare = 161.6 g [initials] 4/8/97 [initials] 04/08/97 

gross = 304.6 g [initials] 4/8/97 [initials] 04/08/97 
net = 143.0 g 


2. Weighing the dissolution medium gal 1 1 1 


1 liter of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt weighed 

signature 

1 

yes 

1001.0 g 

[initials] 04/08/97 [initials] 4/8/97 

2 

yes 

1001.0 g 

[initials] 04/08/97 [initials] 4/8/97 

3 

yes 

1001.0 g 

[initials] 04/08/97 [initials] 4/8/97 

4 

yes 

1001.0 g 

[initials] 04/08/97 [initials] 4/8/97 

5 

yes 

1001.0 g 

[initials] 04/08/97 [initials] 4/8/97 

6 

yes 

1001.0 g 

[initials] 04/08/97 [initials] 4/8/97 


[initials] 06/02/97 
[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNTER 1001599 


3. Weighing the tablets 


gal 205 

[See original for weight slip.] 


4. Dissolution conditions 


Prolabo dissolutest gal 103 equipped with rotating paddles 

T° = 37°C±0.5 [initials] 04/08/97 [initials] 4/8/97 

speed = 75 rpm [initials] 04/08/97 [initials] 4/8/97 


5. Readings 

KONTRON 930 spectrophotometer gal 108 
2mm path length cuvettes 


LF 178TER COATED OPADRY OY 15 DAYS AT 75 HR 


04/08/1996 1:40 PM 

Lambda No. Value_E 


[See original for figures.] 


[initials] 06/02/97 
[initials] [illegible date] 


Highly confidential subject to protective order 

FOURNIER 1001600 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


A GRAND JEAN 
04/08/97 
gal 103 108 
290 am 
2mm 


TITLE tablets coated OPADRY OY lot 2393/01RG 15 days at 75% RH 

NOTEBOOK NO. LF 178ter dissolution page 106 

FILE mNcommun\ginq\donnbase\lfl78tei\dissolution\Iot 2393rg01 75rh 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 

[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 

DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

100 


theoretical dosage 

100 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


[initials] 06/02/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 












% dissolved 
[See original for graphs.] 


quantity dissolved 


time 


Highly confidential subject to protective order 

FOURNIER 1001601 


04/06/97 


LOT RG 2396/01 
Hardness - 14 kg 


1. Preparation of dissolution medium 
see page 106 


2. Weighing the dissolution medium BalGALlll 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.0 g 

[initials] 4/8/97 [initials] 04/08/97 

2 

yes 

1001.1 g 

[initials] 4/8/97 [initials] 04/08/97 

3 

yes 

1001.0 g 

[initials] 4/8/97 [initials] 04/08/97 

4 

yes 

1001.0 g 

[initials] 4/8/97 [initials] 04/08/97 

5 

yes 

1001.0 g 

[initials] 4/8/97 [initials] 04/08/97 

6 

yes 

1001.1 g 

[initials] 4/8/97 [initials] 04/08/97 


Conditions 

Dissolutest T° 37°C±0.5 [initials] 04/08/97 [initials] 4/10/97 

GAL 091 speed 75 rpm [initials] 04/08/97 [initials] 4/10/97 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 


[initials] 07/03/9[text cut off] 


Highly confidential subject to protective order 

FOURNIER 1001602 


4. Readings 

UV GAL 233 290nm cell 2mm chronoGAL123 


LF178TERLOTRG2396/01 14 KG 

[See original for figures.] 
Lambda No. Value_E 


AZ [expansion unknown] Air/ Air 
[text obscured] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001603 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/08/97 

GAL 233 GAL 091 

290 am 

2 


TITLE LF 178 TER RG 2396/01 at 14 KG 

NOTEBOOK NO. 178 TER no. 1 p 1 10 

FILE m\coinmun\gtnq\donnbase\lfl78tei\dissoIution\lot2396RG01 14 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 mg/1 


[initials] 07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — OUANT1 

TY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 












% dissolved 
[See original for graphs.] 


quantity dissolved 


Highly confidential subject to protective order 

FOURNIER 1001604 


4. Readings 


UV GAL 233 290 nm 2mm cell Chrono GAL 123 


LF 178 TER LOT RG 2396/01 14 KG 


Lambda No. Value_E 
[See original for figures.] 


1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


error with 
centrifuge 
[initials] 04/08/97 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


DLECRIT TITLE LF 178 TER RG 2396/01 at 14 KG 

04/08/97 NOTEBOOK NO. 178 TER no. 1 p. 1 10 

GAL 233 GAL 09 1 FILE m\commun\ginq\donnbase\lf 178ter\dissolution\lot 2396RG01 14 kg 

290 nm ELUANT 0.025MNaLS 

2 STIRRING 75rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[cut off] 


[initials] 07/03/97 


Highly confidential subject to protective order 


FOURNffiR 1001605 


Assay of fenofibrate in 
mixtures prior to compression 
lot 2394/01 RG 
lot 2396/01 RG 


Assay done by HPLC as per procedure 02DAP004-06/05 

Chromatographic conditions 
see p. 99 

1 . Preparation of the control solutions 

balance DAP no. 5 
1.1 Stock solutions for controls : (do twice) 

Introduce about 25.00 mg of accurately weighed fenofibrate arrl241 into a 50 ml volumetric 
flask. 


**** 04/08/97 08:56 AM*** 


**** 04/08/97 08:59 AM **** 


Sample: FENOFIBRATE Tl 

Control No.: ARR 1241 
Operator: AG 

Tare weight: 37073.13 g 

Gross weight: 37098.52 g 

NET WEIGHT: 25.39 g 


Sample: FENOFIBRATE T2 

Control No.: ARR 1241 
Operator: AG 

Tare weight: 37365.84 g 

Gross weight: 37393.42 g 

NET WEIGHT: 27.58 g 


! The epson prints g although I weighed in mg. 

Add 5 ml ofTHF 
Qsp with ACN. 

Magnetic stirring for 30 minutes. 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001606 


yielding TM1 and TM2 


1.2 Working solutions for controls 
Dilute to 2:20 in the mobile phase 
yielding: 

Tl at 0.5078 ug/10 ul 

T2 at 0.5516 ug/10 ul 

2. Preparation of test solutions balance Dap 3 
2.1 Stock solutions for tests 

to be done twice 

Accurately weigh about 350 mg of mixture in 150 ml flask. 

**** 04/08/97 09:28 AM*** **** 04/08/97 09:31AM**** 


Sample: LF 178TER Sample: LF 178TER 

Control No.: 2394RG01 1 Control No.: 2394RG01 2 

Operator: AG Operator: AG 

Tare weight: 19456.64 g Tare weight: 18884.78 g 

Gross weight: 19805.45 g Gross weight: 19236.38 g 

NET WEIGHT: 348.81 g NET WEIGHT: 351.60 g 


**** 04/08/97 09:38 AM*** 

Sample: LF 178TER 
Control No.: 2396RG01 
Operator: AG 4 

Tare weight: 19344.91 g 

Gross weight: 19695.50 g 

NET WEIGHT: 350.59 g 

! The epson prints g although I weighed in mg. 


**** 04/08/97 09:34 AM**** 

Sample: LF 178TER 
Control No.: 2396RG01 3 
Operator: AG 

Tare weight: 20139.44 g 

Gross weight: 20486.63 g 

NET WEIGHT: 347.19 g 

[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001607 


Add 15 ml of THF + 7.5 1 of mobile phase. 

Magnetic stirring for 45 min 

Qsp with ACN. 

Magnetic stirring for 45 min. 

2.2. Working solutions for tests 

Dilute each stock working solution (for tests) to 1:25. 
Qsp with mobile phase. 

3. Injections and results 

The chromatograms are in appendix 2. 

* inject Tl 5 times and calculate the calibration factor F . 


area 

F = CF < — feno concentration in fig/10|il 



area 

[See original 

[See original for 


for equations.] 

figures.] 





mean of last 3 



injections 


* calculating the calibration factor for T2 


Area F 

[See original for figures, and equation] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNBER 1001608 


* verification of controls 

gn x 100 = 1.497 x 10-6 x 100 = 102.0% controls accepted 
F T i 1.468x 10-6 

* mean of calibration factors 

MF = + Ft ^= 1.497 x 10-6 + 1.468 x 10-6 

2 2 
MF= 1.483 x 10-6 

* dosage of fenofibrate per tablet 

see procedure for expanded formula 

375 x MF x Area x 694.4 
PE 

[See original for formulas.] 


[initials] [illegible date] 


Highly confidential subject to protective order 

FOURNIER 1001609 


lot 2394/01 RG = 155 mg of fenofibrate/tablet 
lot 2396/01 RG = 152 mg of fenofibrate/tablet 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNEER 1001610 


LOT RG 2397/01 
hardness - 14 kg 

1. Preparation of the dissolution medium 
See page 106 


2. Filling the dissolution vessels Bal GAL 1 1 1 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.0 g 

[initialsl 04/09/97 [initials] 04/09/97 

2 

yes 

1001.1 g 

rinitialsl 04/09/97 [initials] 04/09/97 

3 

yes 

1001.0 g 

finitialsl 04/09/97 [initials] 04/09/97 

4 

yes 

1001.0 g 

[initials] 04/09/97 [initials] 04/09/97 

5 

yes 

1001.0 g 

[initials] 04/09/97 [initials] 04/09/97 

6 

yes 

1001.0 g 

[initials] 04/09/97 [initials] 04/09/97 


Conditions 

Dissolutest T° 37°C±0.5 [initials] 04/09/97 [initials] 04/09/97 

GAL 091 speed 75 rpm [initials] 04/09/97 [initials] 04/09/97 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNffiR 1001611 


4. Readings 

Spectro GAL 233 


Chronometer GAL 123 


LF 178 TER LOT RG 2397/01 14 KG 


4/9/1997 12:28 PM 

Lambda No. Value_E 


tambda No. ValueJE 

[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


[initials and date obscured] 


Highly confidential subject to protective order 

FOURNIER 1001612 


4. Readings 

Spectro GAL 233 


Chronometer GAL 123 


LF 178 TER LOT RG 2397/01 14 KG 


4/9/1997 12:28 PM 

Lambda No. Value E 


Lambda No. ValueJE 

[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D LECRIT 
04/09/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE LF 178 TER RG 2397/01 at 14 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 1 17 

FILE m\commun\ginq\donnbase\lfl 78ter\dissolution\lot 2397RG0 1 1 4 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 £ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNTER 1001613 


290.0 


30 1.2297 1 


290.0 


60 1.4057 7 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINfiS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/09/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
STIRRING 


LF 178 TER RG 2397/01 at 14 KG 
LF178 TER no. 1 p. 117 

m\commun\ginq\donnbase\lfl78ter\dissolution\lot 2397RG01 14 Icp 
0.025M NaLS £ 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


75 rpm 

[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


J 


[initials] 07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 












RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNIER 1001614 


LOT RG 2397/01 
hardness -44 18 kg 
[initials] 

1- Preparation of the dissolution medium 

- weighing the water Bal GAL 014 

tare = 2.730 kg [initials] 04/10/97 [initials] 4/10/97 
gross = 25.080 kg [initials] 04/10/97 [initials] 4/10/97 
net = 25.080 - 2.730 = 22.350 

for a medium of 0.025M (MW 288.4g) 

mass of NaLS = 22.350 x 288.4 x 0.025 = 161.1 g 

- weighing the NaLS Bal GAL 0 1 1 

tare = 153.5 g then reset [initials] 04/10/97 [initials] 4/10/97 

net = 161.1 g [initials] 04/10/97 [initials] 4/10/97 [initials] 04/10/97 

2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.1 g 

[initials] 04/10/97 [initials] 04/10/97 

2 

yes 

1001.1 g 

[initials] 04/10/97 [initials] 04/10/97 

3 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 

4 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 

5 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 

6 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 


Dissolutest 
GAL 091 


Conditions 

T° = 37°C±0.5 [initials] 4/10/97 [initials] 04/10/97 

speed = 75 rpm [initials] 4/10/97 [initials] 04/10/97 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001615 


3. Weighing the tablets Bal GAL 205 

[See original for weight slip.] 

4. Readings 

Spectro GAL 233 


Chronometer GAL 123 


LF 178 TER LOT RG 2397/01 18 KG 


Lambda No. VaIue_E 

[See original for figures.] 


1 AZ [expansion unknown] Air/Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


4/10/1997 12:28 PM 

Lambda No. Value E 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001616 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/10/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
STIRRING 


LF 178 TER RG 2397/01 at 18 KG 
LF 178 TER no. 1 p 120 

m\conimun\ginq\donnbase\lfI78tei\dissolution\lot 2397RG01 18 ke 
0.025M NaLS 
75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
mJ 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — Ol JANT1 

TY DISSOL 1 

yFD 



TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 


time [initials] 07/03/97 
Highly confidential subject to protective order 


FOURNffiR 1001617 


4/10/97 


Dissolution of LF178ter tablets 
Lot 2398/01RG hardness of 14 kg 


1. Preparation of the 0.025M NaLS 
see p. 118 


2. Weighing the dissolution medium gal 111 


1 liter of 0.025M NaLS = 1001.0 g 


vessel 

reset 

amt weighed 

signature 

1 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 4/10/97 

2 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 4/10/97 

3 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 4/10/97 

4 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 4/10/97 

5 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 4/10/97 

6 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 4/10/97 


3. Weighing the tablets gal 205 


1 tablet of 694.4 mg contains 160 mg of fenofibrate. 


[See original for weight slip.] 


[initials] 07/09[text cut off] 


Highly confidential subject to protective order 

FOURNIER 1001618 



4. Operating conditions 

Prolabo dissolutest gal 103 equipped with rotating paddles 

T° = 37°C±0.5°C [initials] 4/10/97 [initials] 04/10/97 


5. Readings 

using KONTRON 930 gal 103 
2 mm path length cuvettes 

filtration through Millex HA25 ref SLHA025NB Millipore 


LF 178TER TABLETS LOT 2398/01RG 14 KG 


speed: 75 rpm 


[initials] 4/10/97 [initials] 04/10/97 


04/10/1996 1:18 PM 


Lambda No. Value_E 


AZ [expansion unknown] air/air 
NaLS/NaLS 

AZ [expansion unknown] NaLS/NaLS 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001619 


DISSOLUTION 


m:\commun\ginq\traitdon\distern5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


A GRANDJEAN 
04/10/97 

GAL 103 GAL 108 

290 nm 

2 


TITLE LF 178 ter 2398/01RG at 14 KG 

NOTEBOOK NO. 178 TER no. 1 p 121 

FILE m\commun\ginq\donnbase\lfl78ter\dissolution\lot 2398RG01 14 kg 

ELUANT 0.025M NaLS 

STIRRING 75 ipm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 f 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 

ume [initials] 07/03/97 
Highly confidential subject to protective order 


FOURNIER 1001620 


04/10/97 

LOT RG 2398/01 
hardness - 18 kg 


L Preparation of the dissolution medium 
see page 118 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.1 g 

[initials] 04/10/97 [initials] 04/10/97 

2 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 

3 

yes 

1001.1 g 

[initials] 04/10/97 [initials] 04/10/97 

4 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 

5 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 

6 

yes 

1001.0 g 

[initials] 04/10/97 [initials] 04/10/97 


Conditions 

Dissolutest T° = 37°C±0.5 [initials] 4/10/97 [initials] 04/10/97 

GAL 091 speed 75 rpm [initials] 4/10/97 [initials] 04/10/97 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001621 


4. Readings 

Spectro GAL 233 

Chronometer GAL 124 
LF 178 TER LOT RG 2398/01 18 KG ~ 


4/10/1997 3:55 PM 

Lambda No. Value_E 


Lambda No. Value_E 

[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001622 


4. Readings 

Spectro GAL 233 

Chronometer GAL 124 


LF 178 TER LOT RG 2398/01 18 KG 


4/10/1997 3:55 PM 

Lambda No. Value_E 

Lambda No. Value_E 

[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR DLECRIT TITLE LF 178 TER RG 2398/01 at 18 KG 

DATE 04/10/97 NOTEBOOK NO. LF 178 TER no. 1 p. 125 

INSTRUMENT GAL 233 GAL 09 1 FILE m\commun\ginq\donnbase\lf 1 78ter\dissolution\lot 2398RG0 1 1 8 kg 

WAVELENGTH 290 nm ELUANT 0.025M NaLS 

CUVETTE in mm 2 STIRRING 75rpm 


[See original for figures.] 

SAMPLE PREPARATION 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








Control 100 mg/1 [ 

DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[initials] 07/03/97 


Highly confidential subject to protective order 

FOURNIER 1001623 


290.0 30 1.1910_1 


290.0 59 1.3745_1 
290.0 60 1.3696 1 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/10/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2398/01 at 18 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 125 

FILE m\commun\ginq\donnbase\lf 1 78tei\dissolution\lot 2398RG0 1 1 8 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 rag/1 


[initials] 07/03/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 

6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 












% dissolved 
[See original for graphs.] 


quantity dissolved 


time 


Highly confidential subject to protective order 

FOURNIER 1001624 


4/10/97 


Assay of fenofibrate in 
mixtures prior to compression 
lot 2397/01 RG 
lot 2398/01 RG 


Assay done as per procedure 02D AP004-06/05 

Chromatographic conditions see p. 99 

1 . Preparation of the control solutions (to be prepared twice) 

* Stock solutions for controls : balance no. 5 DAP 
Introduce about 25.00 mg of accurately weighed fenofibrate arrl241 into a 50 ml flask. 
Add 5 ml ofTHF. 
Qsp with ACN. 

Place in magnetic stirrer for 30 minutes. 


**** 04/10/97 10:26 AM*** 


**** 04/10/97 10:29 AM**** 


Sample: FENOFIBRATE 
Control No.: ARR 1241 Tl 
Operator: AG 

Tare weight: 7.25194 g 

Gross weight: 7.27727 g 

NET WEIGHT: 0.02533 g 


Sample: FENOFIBRATE 
Control No.: ARR 1241 T2 
Operator: AG 

Tare weight: 1 1.07059 g 

Gross weight: 1 1.09549 g 

NET WEIGHT: 0.02490 g 


which is TM1 
which is TM2 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNDER 1001625 


* Working solutions for controls 

Using a graduated pipette, introduce 2 ml of the stock control solution into 20 ml flask 
qsp with mobile phase then homogenize. 

yielding: 

Tl at 0.5066 fig/10 nl 
T2 at 0.498 ^g/10^1 

2. Preparation of test solutions (balance no. 3 DAP) 
2.1 Stock solutions for tests 

Accurately weigh about 350 mg of mixture in 150 ml flask. 

**** 04/10/97 08:33 AM *** **** 04/10/97 08:39 AM **** 


Sample: LF 178TER 
Control No.: 2397RG01 1 
Operator: AG 

Tare weight: 14.24833 g 

Gross weight: 14.60254 g 

NET WEIGHT: 0.35421 g 


Sample: LF 178TER 
Control No.: 2398RG01 3 
Operator: AG 

Tare weight: 1 1.96462 g 

Gross weight: 12.31560 g 

NET WEIGHT: 0.35098 g 


**** 04/10/97 08:37 AM*** 


**** 04/10/97 08:42 AM**** 


Sample: LF 178TER 
Control No.: 2397RG01 2 
Operator: AG 

Tare weight: 15.38274 g 

Gross weight: 15.73109 g 

NET WEIGHT: 0.34835 g 

Add 15 ml of THF then 7.5 ml of mobile phase. 
Place in magnetic stirrer for 45 min. 
Qsp with ACN. 

Place in magnetic stirrer for 45 min. 


Sample: LF 178TER 
Control No.: 2398RG01 4 
Operator: AG 

Tare weight: 13.15772 g 

Gross weight: 13.50633 g 

NET WEIGHT: 0.34861 g 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNDER 1001626 


2.2. Working solutions for tests 

Using a graduated pipette, introduce 1 ml of stock control solution into a 25 ml flask. 

Qsp with mobile phase. 

Homogenize. 

3. Injections and results 

The chromatograms are in appendix 2. 

* Calculating the calibration factor for Tl and the coefficient of variation. 


area 

Fti = feno concen 

[initials] 07/02/97 


area 


[See original for figures.] 


[equations] 



mean of last 3 tests 



[equation] 


* calculating the calibration factor for T2 

Area Fn 

[See original for figures and equation.] 


* verification of controls 

Fn x 100 = 1.468 x 10-6 x 100 = 99.9% controls ok accepted 
F T i 1.469 x 10-6 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001627 


* mean calibration factor = 

MF^Fti +Ftz = (1.468 + 1.469) x 10-6 = 1.469 x 10-6 
2 2 

* dose of fenofibrate per tablet 

see procedure for expanded formula 

375 x MF x area^ x 694.4 

PEtest 


[see original for formulas] 


lot 2397/01 RG at 156 mg of feno/tablet 


[see original for formulas] 


lot 2398/01 RG at 155 mg of feno/tablet 


[initials] 07/09/9[text cut off] 


Highly confidential subject to protective order 

FOURNIER 1001628 


[date cut off] 


LOT RG 2399/01 
hardness - 15 kg 


1. Preparation of the dissolution medium 

* weighing the water Bal GAL 014 

tare = 2.730 kg [initials] 04/11/97 [initials] 04/11/97 
gross = 25.630 kg [initials] 04/1 1/97 [initials] 4/1 1/97 
net = 25.630 - 2.730 = 22.900 kg 

* weighing the NaLS Bal GAL 01 1 

tare = 153.5 g then reset [initials] 04/11/97 [initials] 04/11/97 
net = 165.1 g [initials] 04/11/97 [initials] 4/11/97 

Amount to be weighed for a medium of 0.025M (MW = 288.4 g) 

mass of NaLS = 22.[text obscured] = 165.1 g [initials] 4/1 1/97 


2. Filling the [text obscured] vessels [text obscured] GAL 111 

1 liter of [text obscured] NaLS [text obscured] g 


vessel 

reset 


verifiers 

1 

yes. 


[initials] 04/11/97 [initials] 04/11/97 

2 

yes 

[text obscured by 

[initials] 04/1 1/97 [initials] 04/1 1/97 

3 

yes 

weight slip] 

[initials] 04/1 1/97 [initials] 04/1 1/97 

4 

yes 


[initials] 04/11/97 [initials] 04/11/97 

5 

yes 


[initials] 04/1 1/97 [initials] 04/1 1/97 

6 

yes 


[initials] 04/1 1/97 [initials] 04/1 1/97 


Conditions 4/11/97 
Dissolutest T° [text obscured] 4/[text obscured]/97 [initials] £^±0. [text cut off] 

GAL 091 speed [text obscured] 4/[text obscured]/97 [initials] 4/11/97 


3. Weighing the tablets 
Bal GAL 205 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNDER 1001629 


[date cut off] 


LOT RG 2399/01 
hardness - 15 kg 


3. Preparation of the dissolution medium 

* weighing the water Bal GAL 014 

tare = 2.730 kg [initials] 04/11/97 [initials] 04/11/97 
gross = 25.630 kg [initials] 04/1 1/97 [initials] 4/1 1/97 
net = 25.630 - 2.730 = 22.900 kg 

* weighing the NaLS Bal GAL 011 

tare = 153.5 g then reset [initials] 04/11/97 [initials] 04/11/97 
net = 165.1 g [initials] 04/11/97 [initials] 4/11/97 

Amount to be weighed for a medium of 0.025M (MW = 288.4 g) 

mass of NaLS = 22.900 x 288.4 x 0.025 = 165.1 g [initials] 4/1 1/97 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/11/97 

2 

yes 

1001.0 g 

[initials] 04/1 1/97 [initials] 04/1 1/97 

3 

yes 

1001.0 g 

[initials] 04/1 1/97 [initials] 04/1 1/97 

4 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/11/97 

5 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/1 1/97 

6 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/1 1/97 


Conditions 4/11/97 
Dissolutest T° 37°C+0.5 [initials] 04/11/97 [initials] -ZFG±Q. [text cut off] 

GAL 091 speed 75 rpm [initials] 04/11/97 [initials] 4/11/97 


3. Weighing the tablets 
Bal GAL 205 


[text obscured] 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNEBR 1001630 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2399/01 15 KG 

~ ~ 4/11/1997 12:32 PM 

Lambda No. Value_E 

[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


[initials and date obscured] 
Highly confidential subject to protective order 

FOURNIER 1001631 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2399/01 15 KG 


4/11/1997 12:32 PM 


Lambda No. Value_E 
[See original for figures.] 


1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


DLECRIT 
04/11/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE LF 178 TER RG 2399/01 at 15 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 131 

FILE m\commun\ginq\donnbase\Ifl78tertdissolution\lot 2399RG01 15 kg 

ELUANT 0.025M NaLS 

STIRRING 75 ipm 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 














Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[initials] 07/09/97 


Highly confidential subject to protective order 


FOURN1ER 1001632 


DISSOLUTION 


290.0 30 1.2059_1 290.0 60 1.3827_1 


m:\commun\ginq\traitdoa\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/11/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2399/01 at 15 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 131 

FILE m\commun\ginq\donnbase\lfl78tei\dissolution\lot 2399RG01 15 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL I 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


[initials] 07/09/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNIER 1001633 


4/11/97 


Assay of the fenofibrate contained in 
tablets of LF 178 ter 
mixture lot 2399/01 RG 


Assay done as per procedure 02DAP004-06/05 

Chromatographic conditions see p. 99 

1 . Preparation of the control solutions (to be prepared twice) 

* Stock solutions for controls : balance no. 5 DAP 
Introduce about 25.00 mg of accurately weighed fenofibrate an4?1241 into a 50 ml flask. 
Add5mlofTHF 
Qsp with ACN. 

Magnetic stirring for 30 minutes. 

**** 04/11/97 8:46 AM*** **** 04/11/97 8:48 AM**** 


Sample: FENOFIBRATE Sample: FENOFIBRATE 


Control No.: ARR 1241 Tl 
Operator AG 


Control No.: ARR 1241 T2 
Operator: AG 


Tare weight: 11.51415 g 


Tare weight: 10.87260 g 


Gross weight: 11.53883 g 


Gross weight: 10.89800 g 


NET WEIGHT: 0.02468 g 


NET WEIGHT: 0.02540 g 


which is TM1 and TM2 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001634 


4/11/97 


* Working solutions for controls 

using a graduated pipette, introduce 2 ml of stock control solution into 20 ml flask 

Qsp with mobile phase. 

Homogenize. 

yielding: 

Tl at 0.4936 |ig/10 \il 
T2 at 0.5080 ng/10 y\ 

2. Preparation of test solutions (balance no. 5 DAP) 
2.1 Stock solutions for tests 

Accurately weigh about 350.00 mg of mixture in 150 [text cut off] flask. 

**** 04/11/97 08:30 AM*** **** 04/11/97 08:33 AM**** 


Sample: LF 178TER 
Control No.: 2399RG01 
1 

Operator: AG 
Tare weight: 18.88493 g 
Gross weight: 19.23615 g 
NET WEIGHT: 0.35122 g 


Sample: LF 178TER 
Control No.: 2399RG01 
2 

Operator: AG 
Tare weight: 17.79002 g 
Gross weight: 18.14293 g 
NET WEIGHT: 0.35291 g 


Add 15 ml of THF + 7.5 ml of mobile phase. 
Place in magnetic stirrer for 45 min. 
Qsp with ACN. 

Place in magnetic stirrer for 45 min. 
2.2. Working solutions for tests 

Using a graduated pipette, introduce 1 ml of stock control solution into a 25 ml flask. 

Qsp with mobile phase. 

Homogenize. 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001635 


3. Injections and results 

The chromatograms are in appendix 2. 

* Calculating the coefficient of variation and the calibration fact for Tl: 


area 




Fn = feno concen of Tl 



area 



[initials] 07/09/97 



[See original for figures.] 



* calibration factor for T2 


Area Fn 

[See original for figures and equation.] 


* verification of controls 

Fn x 100 = 1.480 x 10-6 = 100.2% controls ok accepted 
Fn 1.477 x 10-6 

* mean calibration factor 

MF = Fti+ Fre = 1.480+ 1.477 = 1 .479 x 1 0-6 
2 2 


* dose of fenofibrate per tablet 

see procedure for expanded formula 

375 x MF x area t a x 694. [illegible] 

Ptcst 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNDER 1001636 


[See original for formulas.] 


lot 2399/01 RG = 163 mg/tablet 


4/11/97 


Dissolution - tablet LF178ter 
lot 2399/01 RG 
hardness - 20kg 


1. Preparation of the 0.025M NaLS 
See pi 30 


2. Weighing the dissolution medium gal 1 1 1 
1 L of 0.025M NaLS = 1001.0 g 


vessel 

reset 

weight 

signature 

1 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/11/97 

2 

yes 

1001.0 g 

[initials] 04/1 1/97 [initials] 04/1 1/97 

3 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/1 1/97 

4 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/11/97 

5 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/1 1/97 

6 

yes 

1001.0 g 

[initials] 04/11/97 [initials] 04/11/97 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001637 


Conditions 

T° 37°C±0.5 [initials] 04/1 1/97 [initials] 4/1 1/97 

speed 75 rpm [initials] 04/1 1/97 [initials] 4/1 1/97 


3. Weighing the tablets bal GAL 205 


[See original for weight slip.] 
4. Readings Chronometer GAL 124 


LF 178 TER LOT RG 2399/01 20 KG 


4/11/1996 2:41PM 


Lambda No. Value_E 

Lambda No. Value_E 

[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


Highly confidential subject to protective order 

FOURNIER 1001638 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/11/97 

GAL 103 GAL 108 
290 Dm 

2 


TITLE LF 178 TER RG 2399/01 at 20 KG 

NOTEBOOK NO. 178 TER no. 1 p 136 

FILE m\commun\ginq\donnbase\lfl78tertdissolution\lot2399RG01 20 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 , 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 Q 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — OUANT1 

TY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 

time [initials] 07/09/97 
Highly confidential subject to protective order 


FOURNIER 1001639 


04/14/97 

Lot RG 2400/01 
14 kg 

4. Preparation of the dissolution medium 

- weighing the water Bal GAL 014 

tare = 2.740 kg [initials] 04/14/97 [initials] 04/14/97 
gross = 19.780 kg [initials] 04/14/97 [initials] 04/14/97 
net = 19.780 - 2.740 = 17.040 kg 

- weighing the NaLS Bal GAL 011 
for a medium of 0.025M => 

mass of NaLS = 17.040 x 0.025 x 288.4 = 122.9 g 

tare = 153.4 g then reset [initials] 04/14/97 [initials] 04/14/97 
net = 122.9 g [initials] 04/14/97 [initials] 04/14/97 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025MNaLS 

verifiers 

1 

yes 

1001.1 g 

[initials] 04/14/97 [initials] 04/14/97 

2 

yes 

1001.1 g 

[initials] 04/14/97 [initials] 04/14/97 

3 

yes 

1001.0 g 

[initials] 04/14/97 [initials] 04/14/97 

4 

yes 

1001.0 g 

[initials] 04/14/97 [initials] 04/14/97 

5 

yes 

1001.0 g 

[initials] 04/14/97 [initialsl 04/14/97 

6 

yes 

1001.0 g 

[initials] 04/14/97 [initials] 04/14/97 


Conditions 

T° 37°C±0.5 [initials] 04/14/97 [initials] 04/14/97 

speed 75 rpm [initials] 04/14/97 [initials] 04/14/97 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNER 1001640 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 

5. forgot to print the 
reset [initials] 04/14/97 


6. Readings 

Chronometer GAL 124 
LF 178 TER LOT RG 2400/01 14 KG 


4/14/1997 12:29 PM 

Lambda No. ValueJE 
[See original for figures.] 


1 AZ [expansion unknown] Air/Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001641 


DISSOLUTION 


m:\commun\ginqVtraitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/14/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
STIRRING 


LF 178 TER RG 2400/01 at 14 KG 
LF 178 TER no. 1 p 138 

ra\commun\ginq\dcmnbase\lfl78ter\dissolution\lot 2400RG01 14 kg 
0.025M NaLS 
75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — OUANTI 

TY DISSOL 1 

vXD 



TIME POINT 

MEAN 

CELL 
I 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 


time [initials] 07/09/97 
Highly confidential subject to protective order 


FOURNIER 1001642 


04/14/97 


Lot RG 2400/01 
hardness - 18 kg 


4. Preparation of the dissolution medium 
See page 138 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.0 g 

[initials] 04/14/97 [initials] 04/14/[text cut off] 

2 

yes 

1001.0 g 

[initials] 04/14/97 [initials] 04/14/[text cut off] 

3 

yes 

1001.1 g 

[initials] 04/14/97 [initials] 04/14/[text cut off] 

4 

yes 

1001.1 g 

[initials] 04/14/97 [initials] 04/14/[text cut off] 

5 

yes 

1001.1 g 

[initials] 04/14/97 [initials] 04/14/[text cut off] 

6 

yes 

1001.0 g 

[initials] 04/14/97 [initials] 04/14/[text cut off] 


Conditions 

T° 37°C±0.5 [initials] 04/14/97 [initials] 04/14/97 

speed 75 rpm [initials] 04/14/97 [initials] 04/14/97 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNffiR 1001643 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2400/01 18 KG ■ 

4/14/1997 4:04 PM 

Lambda No. Value_E 
[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


[initials and date obscured] 


Highly confidential subject to protective order 

FOURNIER 1001644 


4. Readings 


Chronometer GAL 124 


LF 178 TER LOT RG 2400/01 18 KG 

4/14/1997 4:04 PM 

Lambda No. Value_E 
[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR D LECRIT TITLE LF 1 78 TER RG 2400/01 at 18 KG 

DATE 04/14/97 NOTEBOOK NO. LF 178 TER no. 1 p. 142 

INSTRUMENT GAL 233 GAL 09 1 FILE m\commun\ginq\donnbase\lfl 78tei\dissolution\lot 2400RG0 1 1 8 kg 

WAVELENGTH 290 nm ELUANT 0.025M NaLS 

CUVETTE in mm 2 STIRRING 75 rpm 


[See original for figures.] 

SAMPLE PREPARATION 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








Control 100 mg/1 [ ~| 

DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001645 


290.0 


30 1.1981 1 


290.0 


60 1.3871 1 


DISSOLUTION 


m:\comraun\ginq\traitdcra\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRJT 
04/14/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE LF 178 TER RG 2400/01 at 18 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 142 

FILE m\commun\ginq\donnbase\lf 1 78tei\dissolution\lot 2400RG0 1 1 8 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


[initials] 07/09/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNEER 1001646 


04/15/97 


LOT RG 2401/01 
hardness - 15 kg 


1. Preparation of the dissolution medium 

- weighing the water Bal GAL 014 

tare = 2.740 kg [initials] 04/15/97 [initials] 4/15/97 
gross = 25.490 kg [initials] 04/15/97 [initials] 4/15/97 
net = 25.490 - 2.740 = 22.750 kg 

- weighing the NaLS Bal GAL 01 1 
for a medium of 0.025M => 

mass of the NaLS = 22.750 x 0.025 x 288.4 = 164.0 g 

tare = 153.3 g then reset [initials] 04/15/97 [initials] 04/15/97 
net = 164.0 g [initials] 04/15/97 [initials] 04/15/97 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.1 g 

[initials] 04/15/97 [initials] 04/15/97 

2 

yes 

1001.1 g 

[initials] 04/15/97 [initials] 04/15/97 

3 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

4 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

5 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

6 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 


Conditions 

T = 37°C±0.5 [initials] 04/15/97 [initials] 04/15/97 

speed 75 rpm [initials] 04/15/97 [initials] 04/15/97 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001647 


3. Weighing the tablets Bal GAL 205 

[See original for weight slip.] 

4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2401/01 15 KG 


Lambda No. Value_E 
[See original for figures.] 


1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


4/15/1997 12:27 PM 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001648 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WA VELEN GTH 
CUVETTE in mm 


D.LECRIT 
04/15/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2401/01 at 15 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 145 

FILE m\commun\ginq\donnbase\lf 1 78ter\dissolution\lot 240 1 RG0 1 1 5 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


* transcription error of no significant impact 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — OUANTI 

TYDISSOL 1 

VED 



TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 


time [initials] [date illegible] 
Highly confidential subject to protective order 

FOURNIER 1001649 


04/15/97 


Lipidil Micro gelcaps 
Lot 51 


1. Preparation of the dissolution medium 
See preparation p 143 


2. Filling the dissolution vessels 

Balance gal 1 1 1 1 liter of 0.025M NaLS => 1001 .0 g 


vessel 

reset 

weight 

signature 

1 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

2 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

3 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

4 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

5 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

6 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 


Conditions 

[initials] 04/15/97 / Temperature- 37°C±0.5°C 

[initials] 04/15/97 \ Speed = 75 rpm 

Prolabo Dissolutest GAL 103 &290 
UV930 GAL 108 2mm cuvette 
5 ml sample collected of the medium and 
replaced with 5 ml of new medium 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001650 


3. Weighing the gelcaps [text cut off] 

[See original for weight slip.] 


4. Readings 

LIPIDIL MICRO CANADA GELCAPS LOT 51 0.025M NALS 75 RPM 

04/15/1996 1 : 1 [text cut off] PM 

Lambda No. Value_E 
[See original for figures.] 


Comment: Forgot 
samples at 
T= 60 min 


Highly confidential subject to protective order 

FOURNIER 1001651 


[See original for partially obscured weight slip.] 
4. Readings 


LIPIDIL MICRO CANADA GELCAPS LOT 51 0.025M NALS 75 RPM 


04/15/1996 1:10 PM 

Lambda No. Value_E 
[See original for figures.] 


Comment; Forgot 
samples at 
T=60 min 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001652 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


C.COGET 
04/15/97 
gal 103 108 
290 nm 
2 mm 


SAMPLE PREPARATION 


TITLE lip200 M Canada gelcaps lot 5 1 

NOTEBOOK NO. Lf 178ter dissolution no.l p!46 

FILE m\commun\ginq\donnbase\lf 1 78ter\dissolurion\lot 5 1 Canada 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 

[See original for figures.] 


theoretical mass 

200 


theoretical dosage 

200 

in mg 



CELL 1 

CELL2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 

time [initials] 07/09/97 
Highly confidential subject to protective order 


FOURNIER 1001653 


Lot RG 2401/01 
hardness - 20 kg 

1. Preparation of the dissolution medium 
See page 143 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025MNaLS -> lOOl.Og 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.1 g 

[initials] 04/15/97 [initials] 04/15/97 

2 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

3 

yes 

1001.1 g 

[initials] 04/15/97 [initials] 04/15/97 

4 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

5 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 

6 

yes 

1001.0 g 

[initials] 04/15/97 [initials] 04/15/97 


Conditions 

T° 37°C±0.5 [initials] 04/15/97 [initials] 04/15/97 

speed 75 rpm [initials] 04/15/97 [initials] 04/15/97 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001654 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2401/01 20 KG 


Lambda No. Value_E 
[See original for figures.] 


1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 


[initials] 07/09/97 


Highly confidential subject to protective order 

FOURNIER 1001655 


4. Readings 


Chronometer GAL 124 


LF 178 TER LOT RG 2401/01 20 KG 


Lambda No. Value_E 
[See original for figures.] 

1 AZ [expansion unknown] Air/ Air 

2 NaLS/NaLS 

3 AZ [expansion unknown] NaLS/NaLS 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D LECRIT 
04/15/97 

GAL 233 GAL 09 1 

290 am 

2 


TITLE LF 178 TER RG 2401/01 at 20 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 150 

FILE m\commun\ginq\donnbase\If 1 78ter\dissoIution\lot 240 1 RG0 1 20 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 rag/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[text obscured] 97 


Highly confidential subject to protective order 

FOURNEER 1001656 


290.0 


30 1.1368 1 


290.0 


60 1.3907 1 


DISSOLUTION 


m:\conimun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WA VELEN GTH 
CUVETTE in mm 


D.LECRTT 
04/15/97 

GAL 233 GAL 091 

290 nm 

2 


SAMPLE PREPARATION 


TITLE LF 178 TER RG 2401/01 at 20 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 150 

FILE m\commun\ginq\donnbase\lfl 78te^ssolution\lot 240 1 RG0 1 20 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 

[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNEER 1001657 


04/16/97 


Lot RG 2402/01 
hardness - 15 kg 


1. Preparation of the dissolution medium 

- weighing the water Bal GAL 014 

tare = 2.730 kg [initials] 04/16/97 [initials] 04/16/97 
gross = 30.360 kg [initials] 04/16/97 [initials] 04/16/97 
net = 30.360 - 2.730 = 27.630 kg 

- weighing the NaLS Bal GAL 011 

for a medium of 0.025M -> mass of the NaLS to be weighed = 
27.630 x 0.025 x 288.4 = 199.2 g 

SIMPLE WEIGHING 

Date weighed: 04/16/1997 08: 13:01 AM 


* ARR1768 * 

PRODUCT => NALAUSF 

NET WEIGHT => 0. 199 KG 

TARE => 0.153 KG 

GROSS WEIGHT => 0.353 KG 


[initials] 

2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

2 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

3 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

4 

yes 

1001.1 g 

[initials] 04/16/97 [initials] 04/16/97 

5 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

6 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 


Conditions [initials] 07/09/97 

[initials] 04/16/97 [initials] 04/16/97 

T = 37°C±0.5 [initials] [text cut off] speed 75 rpm [initials] [text cut off] 


Highly confidential subject to protective order 

FOURNIER 1001658 


3. Weighing the tablets Bal GAL 205 

[See original for weight slip.] 

4. Readings 

Chronometer GAL 124 
LF 178 TER LOT RG 2402/01 15 KG 

Lambda No. Value_E 
[See original for figures.] 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001659 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/16/97 

GAL 233 GAL 091 

290 nm 

2 


SAMPLE PREPARATION 


TITLE LF 178 TER RG 2402/01 at 15 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 153 

FILE m\commun\ginq\donnbase\Ifl78ter\dissolution\lot2402RG01 15 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpra 

[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








Control 100 mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 

time [initials] [date illegible] 
Highly confidential subject to protective order 

FOURNIER 1001660 


04/16/97 


Lipidil Micro Gelcaps 

Lot 51 
(second dissolution) 


1. Preparation of the dissolution medium 
See p 449 15 1 [initials] 04/16/97 


2. Filling the dissolution vessels 
balance GAL 111 

1 liter of 0.025M NaLS => 1001.0 g 


vessel 

reset 

weight 

verifier 

1 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 4/16/97 

2 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 4/16/97 

3 

yes 

1001.1 g 

[initials] 04/16/97 [initials] 4/16/97 

4 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 4/16/97 

5 

yes 

1001.1 g 

[initials] 04/16/97 [initials] 4/16/97 

6 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 4/16/97 


Conditions UV930 GAL 108 &290nm 

cuvette 2 mm 

Prolabo Dissolutest GAL 103 
T° 37°C±0.5°C 
75 rpm 

[initials] 04/16/97 [initials] 04/16/97 


[initials] 07/09/97 

Highly confidential subject to protective order 

FOURNffiR 1001661 


3. Weighin g the gelcaps 


DISSOLUTION 


balance GAL 205 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


C.COGET 
04/16/97 
gal 103 108 
290 nm 
2 mm 


TITLE lip200 M Canada gelcaps lot 51 

NOTEBOOK NO. Lf 178ter dissolution no.l pl54 

FILE m\commun\ginq\donnbase\in 78ter\dissolution\lot 5 1 Canada test 2 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


theoretical mass 

200 


theoretical dosage 

200 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 (_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs ] 


quantity dissolved 

time [initials] 07/09/[text cut off] 
Highly confidential subject to protective order 

FOURNIER 1001662 


3. Weighing the gelcaps balance GAL 205 

[See original for weight slip.] 


4. Readings and results 


Highly confidential subject to protective order 

FOURNIER 1001663 


LIPIDIL MICRO CANADA GELCAPS LOT 51 0.025M NALS 75 RPM 


04/16/1996 10:28 AM 


Lambda No. Value_E 


[See original for figures.] 


Highly confidential subject to protective order 

FOURNIER 1001664 


04/16/97 
Lot RG 2402/01 


hardness - 20 kg 

1. Preparation of the dissolution medium 
See page 151 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025M NaLS 

verifiers 

1 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

2 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

3 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

4 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

5 

yes 

1001.1 g 

[initials] 04/16/97 [initials] 04/16/97 

6 

yes 

1001.1 g 

[initials] 04/16/97 [initials] 04/16/97 


Conditions 

T° = 37°C±0.5 [initials] 04/16/97 [initials] 04/16/97 

speed = 75 rpm [initials] 04/16/97 [initials] 04/16/97 


3. Weighing the tablets Bal GAL 205 


[See original for weight slip.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001665 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2402/01 20 KG 

Lambda No. Value_E 
[See original for figures.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001666 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2402/01 20 KG 


Lambda No. Value_E 
[See original for figures.] 


DISSOLUTION 


m:\commun\ginq\traitdon\disiem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR D.LECRIT TITLE LF 178 TER RG 2402/01 at 20 KG 

DATE 04/16/97 NOTEBOOK NO. LF 178 TER no. 1 p. 157 

INSTRUMENT GAL 233 GAL 09 1 FILE m\commun\ginq\donnbase\lf 1 78ter\dissolution\lot 2402RGO 1 20 kg 

WAVELENGTH 290 nm ELUANT 0.025M NaLS 

CUVETTE in mm 2 STIRRING 75 rpm 


[See original for figures.] 

SAMPLE PREPARATION 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 


mass of test sample 
quantity of active substance 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 1 | 

DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










Highly confidential subject to protective order 

FOURNIER 1001667 


290.0 


30 1.1566 1 


290.0 


60 1.4079 1 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/16/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2402/01 at 20 KG 

NOTEBOOK NO. LF 178 TER na 1 p. 157 

FILE m\commun\ginq\donnbase\lfI78tei\dissolution\lot2402RG01 20 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


time 


Highly confidential subject to protective order 

FOURNIER 1001668 


4/[cut off, possibly l]6/97 


Lipidil Micro Gelcaps 
Lot 52 


1. Preparation of the dissolution medium 
See page 151 


2. Filling the dissolution vessels 

1 liter of 0.025M NaLS => 1001.0 g to be weighed 


vessel 

reset 

weight 

verifiers 

1 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

2 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

3 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

4 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

5 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 

6 

yes 

1001.0 g 

[initials] 04/16/97 [initials] 04/16/97 


Conditions: UV930 GAL 108 13=290 nm 

cuvette 2 mm 
Prolabo Dissolutest GAL 103 

37°C±0.5°C [initials] 04/16/97 [initials] 04/16/97 

75 rpm [initials] 04/16/97 [initials] 04/16/97 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001669 


3. Weighing the gelcaps balance GAL 205 

[See original for weight slip.] 


4. Readings 


LIPIDIL MICRO CANADA GELCAPS LOT 52 0.025M NALS 75 RPM 


04/16/1996 3:13 PM 

Lambda No. ValueJE 
[See original for figures.] 


Highly confidential subject to protective order 

FOURN1ER 1001670 


[This page is inverted.] 
[See original for figures.] 

04/16/1996 3:13 PM 

Lambda No. Value_E 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001671 


DISSOLUTION 


m:\conunun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


CCOGET 
04/16/97 
gal 103 108 
290 nm 
2 mm 


TITLE lip200 M Canada gelcaps lot 52 

NOTEBOOK NO. Lfl78ter dissolution no.l pl58 

FILE m\commun\ginq\donnbase\lf 1 78ter\dissolution\lot 52 Canada 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 

[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

cv 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


[See original for graphs.] 


quantity dissolved 

time [initials] [date illegible] 
Highly confidential subject to protective order 

FOURNffiR 1001672 


04/17/97 


Lot RG 2403/01 
hardness - 15 kg 


1. Preparation of the dissolution medium 

- weighing the water BalGAL014 

tare = 2.725 kg [initials] 04/17/97 [initials] 04/17/97 
gross = 23.890 kg [initials] 04/17/97 [initials] 04/17/97 
net = 23.890 - 2.725 = 21.165 kg 

- weighing the NaLS Bal GAL 011 

for a medium of 0.025M, mass of the NaLS to be weighed 
= 21.165 x 0.025 x 288.4 = 152.6 g 

SIMPLE WEIGHING 

Date weighed: 04/17/1997 08:11:18 AM 


* ARR1768 * 

PRODUCT => NALAUSF 

NET WEIGHT => 0.153 KG 

TARE => 0.154 KG 

GROSS WEIGHT => 0.306 KG [initials] 


2. Filling the dissolution vessels Bal GAL 111 
1 liter of 0.025M NaLS -> 1001.0 g 


vessel 

reset 

mass of 
0.025MNaLS 

verifier 

1 

yes 

1001.1 g 

[initials] 04/17/97 [initialsl 04/17/[text cut off] 

2 

yes 

1001.0 g 

[initials] 04/17/97 [initialsl 04/17/[text cut off] 

3 

yes 

1001.0 g 

[initials] 04/17/97 [initialsl 04/17/[text cut off] 

4 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 

5 

yes 

1001.0 g 

[initials] 04/17/97 [initialsl 04/17/[text cut off] 

6 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 


Conditions 

T° 37°C±0.5 [initials] 04/17/97 [initials] 04/17/97 

speed 75 rpm [initials] 04/ 1 7/97 [text cut off] 


Highly confidential subject to protective order 

FOURNIER 1001673 


3. Weighing the tablets BalGAL205 


[See original for weight slip.] 


4. Readings 

Chronometer GAL 124 


LF 178 TER LOT RG 2403/01 15 KG 


Lambda No. Value_E 
[See original for figures.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

6 FOURNIER 1001674 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRrr 

04/17/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2403/01 at 15 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 163 

FILE m\commun\ginq\donnbase\lf 1 78tei\dissolution\lot 2403RG0 1 1 5 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 

DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 












RESULTS — QUANTITY DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNIER 1001675 


04/17/97 


Lipidil Micro Gelcaps 
Lot 53 


1. Preparation of the dissolution medium 
See page 161 


2. Filling the dissolution vessels 

1 liter of 0.025M NaLS => 1001.0 g to be weighed 


vessel 

reset 

weight 

verifier 

1 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/97 

2 

yes 

1001.1 g 

[initials] 04/17/97 [initials] 04/17/97 

3 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/97 

4 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/97 

5 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/97 

6 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/97 


Conditions UV 930 GAL 108 B=290nm 

cuvette 2 mm 

Prolabo Dissolutest GAL 103 

37°C+0.5°C [initials] 04/17/97 [initials] 04/17/97 
75rpm [initials] 04/17/97 [initials] 04/17/97 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNDER 1001676 


3. Weighing the gelcaps balance AG204 GAL 205 

[See original for weight slip.] 


4. Readings 

LIPIDIL MICRO CANADA GELCAPS LOT 53 0.025M NALS 75 RPM 

04/17/1996 1 1 : [text cut off] AM 

Lambda No. Value_E 
[See original for figures.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001677 


[page inverted - See original for figures.] 

04/17/1996 11:30 AM 

Lambda No. Value_E 


Highly confidential subject to protective order 

FOURNIER 1001678 


DISSOLUTION 


m:\commun\ginq\traitdonVlistem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


C.COGET 
04/17/97 
gal 103 108 
290 nm 
2 mm 


TITLE lip200 M Canada gelcaps lot 53 

NOTEBOOK NO. Lf 178ter dissolution no.l pl64 

FILE m\commun\ginq\donnbase\lfl 7 8 ter\dissolution\lot 5 3 Canada 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


[See original for figures.] 


theoretical mass 

200 


theoretical dosage 

200 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

mass of test sample 







quantity of active substance 








DISSOLUTION READINGS 

volume sampled in ml 


Control 100 mg/l 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 












% dissolved 


[See original for graphs.] 


quantity dissolved 

time [initials] 07/10/97 
Highly confidential subject to protective order 


FOURNIER 1001679 


04/17/97 


Lot RG 2403/01 
Hardness - 19 kg 


4. Preparation of the dissolution medium 
See page 161 


2. Filling the dissolution vessels BalGALlll 
1 liter of 0.025M NaLS => 1001.0 g 


vessel 

reset 

mass of the 
0.025M NaLS 

verifier 

1 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 

2 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 

3 

yes 

1001.1 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 

4 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 

5 

yes 

1001.1 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 

6 

yes 

1001.0 g 

[initials] 04/17/97 [initials] 04/17/[text cut off] 


Conditions 

T° 37°C±0.5 [initials] 04/17/97 [initials] 04/17/97 
speed 75rpm [initials] 04/17/97 [initials] 04/17/97 


3. Weighing the tablets Bal GAL 205 

[See original for weight slip.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNffiR 1001680 


4. Readings 


Bal GAL 205 Chronometer GAL 124 
[initials] 


LF 178 TER LOT RG 2403/01 19 KG 


7/17/1997 4:00 PM 

Lambda No . Value_E 
[See original for figures.] 


[initials and date obscured] 


Highly confidential subject to protective order 

FOURNIER 1001681 


4. Readings Bal GAL 205 Chronometer GAL 124 

[initials] 


LF 178 TER LOT RG 2403/01 19 KG 


Lambda No. Value_E 
[See original for figures.] 


4/17/1997 4:00 PM 


DISSOLUTION 


m:\commun\ginq\traitdoo\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/17/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE LF 178 TER RG 2403/01 at 19 KG 

NOTEBOOK NO. LF 178 TER no. 1 p. 168 

FILE m\commun\ginq\donnbase\lfl78te^ssolution\lot2403RG01 19 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


[See original for figures.] 


theoretical mass 

694.4 


theoretical dosage 

160 

inmg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










[initials] 07/10/97 


Highly confidential subject to protective order 


FOURNIER 1001682 


DISSOLUTION 


[cut off] 

290.0 30 1.1864 1 290.0 60 1.3746 1 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
04/17/97 

GAL 233 GAL 09 1 
290 nm 

2 


TITLE LF 178 TER RG 2403/01 at 19 KG 

NOTEBOOK NO. LF 178 TER no. 1 p 168 

FILE m\commun\ginq\donnbase\lf 1 78ter\dissolution\Iot 2403RG0 1 1 9 kg 

ELUANT 0.025M NaLS 

STIRRING 75 rpm 


[See original for figures.] 


SAMPLE PREPARATION 


theoretical mass 

694.4 


theoretical dosage 

160 

in mg 



CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

mass of test sample 







quantity of active substance 








Control 100 mg/1 [] 


DISSOLUTION READINGS 

volume sampled in ml 


[initials] 07/10/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.) 


time 


Highly confidential subject to protective order 


FOURNIER 1001683 


4/24/97 


Dissolution of LF 178 ter CANADA gelcaps 
lot 34 


1. Preparation of the 0.025M NaLS dissolution medium 
molecular mass of the 0m$ NaLS 288.4 g 


Highly confidential subject to protective order 

FOURN1ER 1001684 


05/14/97 


Dissolution of Lipidil 200 Micro gelcaps 
Lot 34 Canada 


1. Preparation of the dissolution medium 

* water 

or measure 15 liters using the 5 liter volumetric flask 

quantity measured: 15 liters [initials] 05/14/97 [initials] 05/14/97 

* weighing the NaLS Bal 1 1 1 

For a 0.025M medium, mass of NaLS to be 
weighed = 15 x 0.025 x 288.4 = 108.2 g 

reset = calibration [initials] 05/14/97 [initials] 05/14/97 
amount weighed = 108.2 g [initials] 05/14/97 [initials] 05/14/97 

NaLS lot: 961620 1682 
Control: 0020787 exp 12/10/97 


2. Filling the dissolution vessels 

1 liter of 0.025M NaLS per vessel, measured using a 
volumetric flask. 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNEER 1001685 


vessel 

quantity 
measured 

verifiers 

1 

1 liter 

[initials] 05/14/97 [initials] 05/14/97 

2 

1 liter 

[initials] 05/14/97 [initials] 05/14/97 

3 

1 liter 

[initials] 05/14/97 [initials] 05/14/97 

4 

1 liter 

[initials] 05/14/97 [initials] 05/14/97 

5 

1 liter 

[initials] 05/14/97 [initials] 05/14/97 

6 

1 liter 

[initials] 05/14/97 [initials] 05/14/97 


Dissolution conditions 
T° 37°C±0.5 [initials] 5/15/97 [initials] 05/15/97 
speed 120 rpm [initials] 05/14/97 
speed 75 rpm [initials] 5/15/97 [initials] 05/15/97 

Dissolutest DAP: Sotax6 


3. Weighing the tablets Bal GAL 205 

[See original for weight slip.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001686 


4. Readings 

Uvikon 942 Chronometer GAL 1 22 


LIPIDIL MICRO 200 LOT 34 CANADA 

5/15/1997 10:57 AM 

Lambda No. Value_E 

Lambda No. Value_E 

[See original for figures.] 


[date and initials obscured] 


Highly confidential subject to protective order 

FOURNIER 1001687 


4. Readings 

Uvikon 942 Chronometer GAL 122 


LMDIL MICRO 200 LOT 34 CANADA 


5/15/1997 10:57 AM 

Lambda No. Value_E 


Lambda No. Value_E 

[See original for figures.] 


DISSOLUTION 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR D.LECRIT TITLE tipidil micro 200 Canada gelcaps lot 34 

DATE 05/1 5/97 NOTEBOOK NO. Lf 1 78ter dissolution no. 1 pl70 

INSTRUMENT Sotax 6 - Uvikon 942 FILE m\commun\ginq\donnbase\lfl78ter\dissolution\lot 34 Canada 

WAVELENGTH 290 nm ELUANT 0.025 M NaLS 

CUVETTE in mm 2 mm STIRRING 75 rpra 


[See original for figures.] 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 

volume sampled in ml 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














[initials] 07/11/97 


Control 100 rag/1 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 










Highly confidential subject to protective order 

FOURNER 1001688 


DISSOLUTION 


290.0 30 0.9662_1 [readings cut off] 


m:\commun\ginq\traitdon\distem5 
dale printed: 02/06/97 


OPERATING CONDITIONS AND SETTINGS 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


D.LECRIT 
05/15/97 


TITLE lipidil micro 200 Canada gelcaps lot 34 

NOTEBOOK NO. Lf I78ter dissolution no. 1 p!70 


Sotax 6 - Uvikon 942 FILE 
290 nm 
2 mm 


m\commun\ginq\donnbase\lfl78ter\dissolution\Iot 34 Canada 
ELUANT 0.025M NaLS 

STIRRING 75 rpm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


DISSOLUTION READINGS 


[See original for figures.] 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














Control 100 mg/l 


[initials] 07/11/97 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










Not redone because not a significant difference [initials] 07/11/97 

RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

cv 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

cv 












% dissolved 


quantity dissolved 


[See original for graphs.] 


Highly confidential subject to protective order 

FOURNIER 1001689 


May 15, 1997 


Dissolution of Lipidil Micro 200 gelcaps 
Lot 35 Canada 


1. Preparation of the dissolution medium 0.025 NaLS 
seep. 170 

3. Filling the dissolution vessels 

1 liter of 0.025M NaLS measured using a volumetric flask. 


Vessel 

quantity 
measured 

verifiers 

1 

1 liter 

[initials] 05/15/97 [initials] 5/15/97 

2 

1 liter 

[initials] 05/15/97 [initials] 5/15/97 

3 

1 liter 

[initials] 05/15/97 [initials] 5/15/97 

4 

1 liter 

[initials] 05/15/97 [initials] 5/15/97 

5 

1 liter 

[initials] 05/15/97 [initials] 5/15/97 

6 

1 liter 

[initials] 05/15/97 [initials] 5/15/97 


3. Dissolution conditions 

Dissolutest DAP: Sotax6 

T° = 37°C±0.5°C [initials] 05/15/97 [initials] 5/15/97 
speed = 75 rpm [initials] 05/15/97 [initials] 5/15/97 


3. Weighing the tablets gal 205 

[See original for weight slip.] 


[initials] [date illegible] 


Highly confidential subject to protective order 

FOURNIER 1001690 


LIPIDIL MICRO 200 LOT 34 CANADA 


5/15/1997 2:20 PM 

Lambda No. Value_E 
[See original for figures.] 


[initials] 07/10/97 


Highly confidential subject to protective order 

FOURNIER 1001691 


DISSOLUTION 


OPERATING CONDITIONS AND SETTINGS 


m:\commun\ginq\traitdon\distem5 
date printed: 02/06/97 


OPERATOR 
DATE 

INSTRUMENT 
WAVELENGTH 
CUVETTE in mm 


TITLE 

NOTEBOOK NO. 


A GRANDJEAN 
05/15/97 
Sotax 6 - Uvikon 942 FILE 
290 nm ELUANT 
2mm 


SAMPLE PREPARATION 


mass of test sample 
quantity of active substance 


STIRRING 

[See original for figures.] 


lipidil micro 200 Canada gelcaps lot 35 
Lf 178ter dissolution no.l pi 73 9 

m\cornmun\ginq\donnbaseUfl78ter\dissolution\lot 35 Canada 
0.025M NaLS 
75 rpm 


theoretical mass 

200 


theoretical dosage 

200 

in mg 


CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 














DISSOLUTION READINGS 


Control 100 mg/1 [_ 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 










TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 

5 

CELL 
6 

standard 
deviation 

CV 











RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 
6 

standard 
deviation 

CV 












% dissolved 


quantity dissolved 


[See original for graphs.] 


[initials]07/10/97 


Highly confidential subject to protective order 


FOURNIER 1001692 


[initials] 07/10/97 - Closed 


Highly confidential subject to protective order 

FOURNffiR 1001693 


[This page is blank.] 


Highly confidential subject to protective order 

FOURNIER 1001694 



[This page is blank.] 


Highly confidential subject to protective order 

FOURNIER 1001695 


1 1 1 
111 

04/08/97 Assav of fenofibrate in MF 2394/01 RG and 2396/01 RG 

1 1 £ 
1 10 

O4/0Q/Q7 Dissolution - 2397/01 RG 14 ks 

1 1 8 

04/10/Q7 Dissolution - 2397/01 RG 18 ke 

1 9 1 
1/1 

04/1 0/Q7 Dissolution 2398/01 RG - 14 ke 

1 0/1 

lz4 

O4/10/Q7 nissnlntinn 7398/01 RG - 18 ke 

1 oa 
IZo 

O/t/IO/07 Accau nf fpnnfihratf* in MF - 2397/01 RG - 2398/01 RG 

1 OA 

flA/1 1/Q7 FiicerJiitinn - 9^00/01 RG - 1 ^ 

1 oo 

OA/1 1 /Q7 Accau nf fennfihrfltp in MF - 2399/01 RG 

n< 

Uj 

HA/1 1/Q7 nic^nlntinn - 9^00701 RG - 20 kff 

Uo 

OA/1zl/Q7 FliesnlnHnn - 9400/01 RG - 14 k£ 

141 

HA/1A/Q7 Fliccnlntinn - 9400/01 RG - 18 kp 

14 J 

OA/1 ^/Q7 niccnliitinn _ 9401/01 RG - 1 5 ke 

140 

O.zl/1 *\/Q7 T^iccnlntinn - T iniHil Mirrn - lot 51 

1 /1G 
14V 

OA/1 VQ7 Dissolution - 9401/01 RG - 20 ke 

151 

04/16/97 Dissolution - 2402/01 RG - 15 kg 

154 

04/16/97 Dissolution - Lipidil Micro - lot 51 

156 

04/16/97 Dissolution - 2402/01 RG - 20 kg 

158 

04/16/97 Dissolution - Lipidil Micro - lot 52 

161 

04/17/97 Dissolution - 2403/01 RG - 15 kg 

164 

04/17/97 Dissolution - Lipidil Micro - lot 53 

167 

04/17/97 Dissolution - 2403/01 RG - 19 kg 

170 

05/14/97 Dissolution - Lipidil Micro - lot 34 

173 

05/15/97 Dissolution - Lipidil Micro - lot 35 


[initials] 07/10/97 Closed 


Highly confidential subject to protective order 

FOURNDER 1001696 


page 

uate 

Lycscnpuun 

003 

OO /I 8/07 

UlaaUlUllUIl IC0L0 1 WCCI1 OU 

5 to 21 

no /1 0/07 tr\ 
vZf lyfy / 10 

no /OA/01 

x rcpalaLl Oil UI ICIlUilUlaLC aUlUUUllo 

OKtQinincT ahcrn-ntinn Qnpf'tra fnr QPt nf ^tanflarfi^ 

zj 

OO /06/Q7 

uz/zo/z? / 

PrAr*QrQtion r*f a fennfifvrjitp Qolntinn in f*thann1 - ah<!Omtion 
i ICpalaLlUll Ul <1 IClHJiiUlatt; ov/lUXlvJii ill LsLiiaiiiii auowi j^iiwn 

11 

no /oa/07 
uz/ zo/y / 

Fliccnlntinn in 0°/n Twppn 80 - 75 mm - lot 140 
J^/looUlULlUIl 111 JO 1 VVCC11 OU / u 1LJ111 1UL Jtv 

1 1 
jl 

no /07/Q7 

uz/z //y / 

PliccrJntirm in 935i Tu/PPn SO - 75 mm 
UlooUlULlUIl 111 fO 1 WCC11 OU ~ / J xJJill 

T in 900 aelcan<; ARR 1710 

JO 

09/96/Q7 

UZ/ / 

Di<:<;n1iitinn - tahl Int 340 - 0 02M NaLS - 75 rnm 

J.-'lDOv/lLlllwll tuUl 1UI JTV/ v/ .\JX*iTX 1 ^ CU-^/vJ / IL/111 


no/96/Q7 

UZ/ ZU/~ / 

Di<;<;n1iitinn - pelram lin 200 - arrl710 - 0 02M NaLS - 75 rDm 

OA'* 
U4J 

09/9 R/Q7 

UZ/ ZO/~ / 

Dissolution - tahl lot 140 - 0 025M NaLS 0-75 mm 

U*t / 

01/04/07 

Dissolution - $*e1cans lin 200 - arrl710 - 0 025M NaLS - 75 rom 

n^o 

UJZ 

01/06/97 

UJ/UU/j* / 

Saturation ronrpntration nf ro-microni7ate in 0 025 NaLS 

ijuLUl QLlv/11 v\/llvvllLluLlVlt V/l llil Vf 1 VliiuUiv ill vf>vsa*~s i iiuju 

UJJ 

01/1 0/Q7 

Dissolution lot 151 -0 025M NaLS - 75 rom 

n^R 

01/1 1/Q7 

UJ/ 11/7/ 

Di^nlntion lot 154 - 0 025M NaLS - 75 rDm 

I J lOO \J 1 LI 11 V/l 1 1L/L ~J \J *\J£**J If X llUUU ' ^ * pill 

n^i 

01/1 1/97 
uj/ 1 Lty / 

Di<;<5nhition lot 158 - 0 025M NaLS - 75 rDm 

X~/l ooL/iLlllL/ll l\Jl .J ~J vJ UiV^iJlTi x i (Uju / ^ ipni 

AAA 

01/11/97 

Dissolution lot 361 -0 025 NaLS - 75 rom 

06 R 

01/14/97 

Dissolution lot 334 - 0 025 NaLS - 75 mm 

xylOk)UlUllv/ll Ivl ~J -Ji \J • \J x ^ ix i aj ' -»- / x|^iix 

079 

U / Z 

01/20/97 

Dissolution Lioidil 200 - lots 48 49 50 0.025M NaLS - 75 rpm 

081 

03/25/97 

Dissolution Lipanthyl M - lot 2177 " 

085 

04/03/97 

Dissolutions LF178TER lot 2394/01RG - 14 and 18 kg " . " 

092 

04/07/97 

Dissolution 2393/01RG Opadry OYB 

095 

04/07/97 

Dissolution - 2394/01RG - 14 kg 

097 

04/07/97 

Dissolution - 2394/01RG - 18 kg 

099 

04/07/97 

Assay of fenofibrate lot 2394/01RG - 14 kg and 18 kg 

104 

04/08/97 

Dissolution lot 2396/01RG - 18 kg 

106 

04/08/97 

Dissolution 2393/0 1RG coated with Opadry - 15 days at 75% RH 

109 

04/08/97 

Dissolution - lot 2396/01 RG 14 kg 


Highly confidential subject to protective order 

FOURNIER 1001697 


I, the undersigned, Patrick NOURISSAT, esquire, Notary and Associate with the 
Partnership "Patrick Nourissat, Didier Nourissat, and Hugues Misserey," and holding the 
position of Notary with an office based in DIJON, 25, rue Buffon, 

Hereby certify and attest that I have on this day closed the present book containing 
[illegible, possibly 180] pages, to have numbered and initialed it on the last page, intended 
for use in the registration of drug formulations for the Laboratoires FOURNIER, 
Biopharmaceutical Science center, 42 rue de Longvic, in Chenove. 

EXECUTED FOR ALL LEGAL INTENTS AND PURPOSES 
IN DIJON 

IN THE YEAR TWO THOUSAND [illegible] 
ON June 11 


[seal:] 

Mr. Patrick Nourissat 
Notary 1 and Associate 
Court of Appeals 
DUON 


Highly confidential subject to protective order 

FOURNIER 1001698 


G EOTEXT 

Translations, Inc. 


STATE OF NEW YORK ) 

) 
) 

COUNTY OF NEW YORK ) 


| ss 


CERTIFICATION 

This is to certify that the attached translation is, to the best of my knowledge and belief, a true and 
accurate translation from French into English of "LF 178TER Lab Notebook, Dissolution No, 2." 



Randon Burns, Vice President 
Geotext Translations, Inc. 


Sworn to and subscribed before me 

this JZ^L day of QcbbsLr . 20_O H_ 



m EZECHIEL A. CORC 
Notary Public, State of New \M 
^ NO.01C06104132 
QuaTffled in Queens County 
Commission Expires January 12, 2008 


259 West 30th Street. 17th Floor, New York. NY 10001 tel 212.631.7432 fax 212.631.7407 e-mailtranslations@geotext.com www.geotext.com 


LF 178 TER 
Dissolution No. 2 


FOURNffiR 1001699 


Highly Confidential Subject to Protective Order 


LF 178 Ter Lab Notebook 
Dissolution No. 2 

This notebook comprises 180 pages. There is a pagination anomaly with page 152, 
which appears twice. 

Notebook approved by MT on June 26, 2000. 
MTJune 26, 2000. 


Began on May 15, 1997 and concluded on July 30, 1997. 


FOURNDER 1001700 


Highly Confidential Subject to Protective Order 


Dissolution of 200 Micro Lipidil Capsules 


Lot 37 Canada 


1. Preparation of the dissolution medium 

• Water 

28 liters of water is measured using graduated 5- and 1- liter volumetric 
flasks. 

Quantity measured: 28 liters M May 15, 1997 

CC May 15, 1997 

• / Weight of LSNa Gal [illegible] 

For a medium to 0.025 n, mass of LSNa to be weighed= 28 x 0.025 x 
288.4=201.88g 

- Tare of beaker M May 15, 1997 [initials] May 15, 1997 

- Amount weighed: 201.9 g M May 15, 1997 [initials] May 15, 1997 
LSNa Lot 9616201682 Key No.: 0020787 

2. Filling of dissolution bowls 

1 liter of 0.025 M LSNa per bowl measured using a volumetric flask 


[initials] June 24, 1997 


FOURNIER 1001701 


Highly Confidential Subject to Protective Order 


Bowl 

Amount measured 

Verified by 

[See original for numbers.] 

1 liter [repeats throughout 
column] 

CC May 15, 1997 M May 15, 1997 
[repeats throughout column] 


Dissolution Condition 


Temp.= 37°C ± 0.5 [initials] May 16, 1997 M May 16, 1997 
Speed= 75 TPN [initials] May 16, 1997 M May 16, 1997 

DAP Dissolutest: Sotax 5 


3. Weight of capsules Bal Gal 205 
Code: Lot 37 Lipidil Micro 800 Canada 
[See original for numbers.] 

4. Reading 

Uvikon 8 10 DAP Chronometer Gal 122 


[illegible initials and date] 
FOURNER 1001702 


Highly Confidential Subject to Protective Order 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Lipidil Micro 200 Capsules 
Lot 37 Canada 

DATE 

05/16/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
P- 2 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


CELL 1 | CELL 2 | CELL 3 1 CELL 4 | CELLS | CELL 6 
[See original for numbers J 


Control 100 
rag/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


mass of test portion 
quantity of active ingredient 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[illegible initials and date] 

FOURNIER 1001703 


Highly Confidential Subject to Protective Order 


004 


[See original for numbers.] 


FOURNffiR 1001704 


Highly Confidential Subject to Protective Order 


DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for file name.] 
version dated: February 6, 1997 


005 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Lipidil Micro 200 Capsules 
Lot 37 Canada 

DATE 

05/16/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. £-002 RC 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in ram 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
inmg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELLS | CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 

CELL I 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 


ml 








[See original for numbers.] 


Calculation sheet reworked with the correct figure M July 8, 1997 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 

FOURNIER 1001705 


t 


Highly Confidential Subject to Protective Order 


006 


May 16, 2004 


Dissolution 200 M Lipidil Capsules 
Lot 38 Canada 


1. Preparation of 0.025 M LSNa 
See page 002. 

2. Filling of dissolution bowls 

1 L of 0.025 M LSNa measured using a 1 -liter graduated cylinder 


Bowls 

Amount measured 

Signature 

[See original for numbers.] 

1 liter [repeats throughout 
column] 

M May 15, 1997 Ab May 15, 1997 
[repeats throughout column] 


3. Dissolution conditions 
Dissolutest Sotax AT7 DAP No. 6 


Temp= 37°C ±0.5 M May 16, 1997 Ab May 16, 1997 

Speed=75 RPM M May 16, 1997 Ab May 16, 1997 

4. Weight of capsules Gal 205 

[initials] June 24, 1997 


FOURNEER 1001706 


Highly Confidential Subject to Protective Order 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


007 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Lipidil Micro 200 Capsules 
Lot 38 Canada 

DATE 

05/16797 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 6 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for numbers.] 


in mg 


CELL 1 1 CELL 2 1 CELL 3 1 CELL 4 | CELLS | CELL 6 
[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


mass of test portion 
quantity of active ingredient 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[illegible initials and date] 

FOURNER 1001707 


Highly Confidential Subject to Protective Order 


[See original for numbers.] 


5. Reading 
on 942 DAP Kontron photospectrometer 
2 mm optical view tanks 

200M LIPIDIL CAPSULES CANADA LOT 38 

Lambda No. Value_E 

[See original for table.] 


FOURNEER 1001708 


Highly Confidential Subject to Protective Order 


008 


May 16, 2004 


Dissolution 200 M Lipidil Capsules 
Lot 39 Canada 


1. Preparation of 0.025 M LSNa 
0.025MLSNa See page 002. 

2. Volume measure of bowls 

1 L of 0.025 M LSNa measured using a 1-liter graduated cylinder 


Bowl 

Amount measured 

Signature 

[See original for numbers.] 

1 liter [repeats throughout 
column] 

M May 16, 1997 Ab May 16, 1997 
[repeats throughout column 


3. Weight of capsules Gal 205 
[See original for numbers.] 


[illegible initials and date] 
FOURNEER 1001709 

Highly Confidential Subject to Protective Order 


009 


4. Operating conditions 
Dissolutest Sotax AT7 DAP No. 6 

Temp= 37°C ±0.5 Ab May 16, 1997 M May 16, 1997 

Speed=75 RPM Ab May 16, 1997 M May 16, 1997 

5. Reading 

on DAP Kontron 942 photospectrometer 


200M LIPIDIL CAPSULES CANADA LOT 39 
Lambda No. Value_E 
[See original for table.] 


[illegible initials and date] 
FOURNIER 1001710 


Highly Confidential Subject to Protective Order 


010 

DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 


[See original for file name.] 
version dated: February 6, 1997 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Lipidil Micro 200 Capsules 
Lot 39 Canada 

DATE 

06/16/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 8 

APPARATUS 


FILE 

[See original for file name.} 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELLS 1 CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 


time 

[illegible initials and date] 

FOURNIER 1001711 


Highly Confidential Subject to Protective Order 


May 16, 1997 Oil 

Dissolution of 200 Micro Lipidil Capsules 
Lot 40 Canada 

L Preparation of the dissolution medium 
See page 2. 

2, Filling of dissolution bowls 


1 liter of 0.025 M LSNa per bowl measured using a 1 -liter volumetric flask 


Bowl 

Amount measured 

Verified by 

[See original for numbers.] 

1 liter [repeats throughout 
column] 

M May 16, 1997 VA May 16, 1997 
[repeats throughout column] 


Dissolution Conditions 


Temp.= 37°C ± 0.5 M May 16, 1997 VA May 16, 1997 
Speed 120 TP M May 16, 1997 

Speed= 75 TPN M May 16, 1997 VA May 16, 1997 

DAP Dissolutest: Sotax5 


[illegible initials and date] 
FOURNIER 1001712 


Highly Confidential Subject to Protective Order 


3. Weight of capsules BalGal205 
Code Lot: 40 Lipidil Micro Canada 

[See original for table.] 

6. Reading 

Uvikon 810 DAP Chronometer Gal 122 


[illegible initials and date] 


FOURNIER 1001713 


Highly Confidential Subject to Protective Order 


[The text on FOURNIER 1001714 is a duplicate of that on FOURNIER 1001713.] 


FOURNIER 1001714 


Highly Confidential Subject to Protective Order 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


013 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Lipidil Micro 200 Capsules 
Lot 37 Canada 

DATE 

05/16/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 13 OM RC 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for numbers.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL6 


[See original for numbers.] 


Control 100 
mgfl 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 


time 

[illegible initials and date] 

FOURNEER 1001715 


Highly Confidential Subject to Protective Order 




014 


June 3, 1997 


Dissolution of LF 178 Ter Tablet Canada 
Lot CO 194 


1. Preparation of the dissolution medium, 0.025 M LSNa 

A small amount of water is weighed on PM4600 Gal065 balance in a 3 1 beaker. 

It is poured in to a 10 1 beaker. 

The corresponding LSNa is weighed. It is mixed into the water in the 10 1 beaker. 
Water is weighed in a 3 1 beaker, and the corresponding LSNa is weighed. 
Mix. 

Pour the LSNa solutions from the 2 beakers into a 20-liter demijohn. Mix. 


total 1908.9+2050.8+2137.1+3059.3=9156.1 g or 9.156 kg 

RC June 6, 1997 


* 10-liter beaker - water 


[See original for numbers.] 


tare 

net 

gross 


forgot to print gross Ab 


FOURNIER 1001716 


Highly Confidential Subject to Protective Order 


015 


amount of LSNa [illegible] 1547 to be weighed in 10 1 beaker 

9.156 x 0.025 x 288.4=66.01 g [illegible] LSNa=288.4g 

[See original for numbers.] 

tare 
net 

gross 

* 3 1 beaker 
water 

[See original for numbers.] 

i.e. 3.145 x 288.4 x0.025=22.68g of LSNa for weighing 

tare 
net 
gross 

2. Weight of dissolution medium Gal 065 
1 1 of 0.025MLSNa=100L0 g 

[See original for numbers.] 
tare 
net 
gross 

forgot to print gross 


[illegible initials and date] 
FOURNIER 1001717 


Highly Confidential Subject to Protective Order 


016 


3. Dissolution conditions 
dissolutest Sotax AT 7 Gal 091 

Temp =37°C ±0.5°C Ab June 3, 1997 SC June 3 5 1997 

Speed: 75 RPM Ab June 3, 1997 SC June 3, 1997 

4. Weight of tablets Gal 205 
[See original for numbers.] 

5. Reading 

on photospectrometer KONTRON 922 Gal 233 
2 mm optical view tanks 

Wavelength (nm) 
Wait time (s) 
Integration time (s) 
Number of samples 


Calc mode No 
Lamp adjustment (nm) 

Deuterium lamp Yes 

Tungsten lamp Yes 
Fissure (s) (nm) 

Auto print No 

Auto save No 

Auto transfer No 


KONTRON INTSTRUMENTS UVIKON 922 Operator 


[illegible initials and date] 


FOURNIER 1001718 


Highly Confidential Subject to Protective Order 


017 


DISSOLUTION 

[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Tablets Canada Lot C0194 

DATE 

06/03/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 14 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 [ CELLS | CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — OUANTTTY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


RC 676/97 

FOURNffiR 1001719 


Highly Confidential Subject to Protective Order 



017 

Fixed Wavelength 

Lambda No. Value _ E 

[See original for table.] 


FOURNER 1001720 


Highly Confidential Subject to Protective Order 


018 


June 3, 1997 

Dissolution LF178 Ter Tablet Canada 
Lot Co 197 

1. Preparation of dissolution medium LSNa0.025M 
See p. 14. 

2. Weight of dissolution medium Gal 065 
1 liter of 0.025M LSNa= lOOl.Og 

[See original for numbers.] 

tare 
net 
gross 

3. Dissolution conditions 
dissolutest Sotax AT 7 Gal 091 

Temp.=37°C ±0.5°C Ab June 3, 1997 SC June 3, 1997 

Speed: 75 RPM Ab June 3, 1997 SC June 3, 1997 

Weight of tablets Gal 205 


RC June 6, 1997 


FOURNIER 1001721 


Highly Confidential Subject to Protective Order 


019 


[See original for numbers.] 

5. Reading 

on photospectrometer KONTRON 922 Gal 233 
2 mm optical view tanks 


LF 178 Ter Tablets Canada Lot CO 197 
Lambda. No. ValueJE 
[See original for numbers.] 

drop [illegible] and invert [illegible] more 
product to redo the reading Ab 6/3 


[illegible initials and date] 


FOURNIER 1001722 


Highly Confidential Subject to Protective Order 


DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for file name.] 
version dated: February 6, 1997 


OPERATOR 

[See original for names and 
numbers,] 

TITLE 

Tablets Canada Lot CO 197 

DATE 

06/03/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 18 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 | CELLS 1 CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 . 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


RC 6/6/97 

FOURNEER 1001723 


Highly Confidential Subject to Protective Order 


021 

June 5, 1997 


Dissolution LF 178 Ter Tablet Canada 
Lot CO 200 


1 . Preparation of dissolution medium 0.025M LSNa 
Gal 065 Balance 

Weight of water 

[See original for numbers.] 

tare for a total of 2609.2+2271.3+1655.6=6.536 kg 

net 

gross 

for 6.536x=x 288.4 x 0.025=47.1 g of LSNa for weighing 

Weight of LSNa 

[See original for numbers.] 

tare 

net 

gross 


RC June 6, 1997 


FOURNBER 1001724 


Highly Confidential Subject to Protective Order 


022 

2. Weight of dissolution medium Gal 065 

1 1 of 0.025M LSNa weighs lOOl.Og 
[See original for numbers.] 

tare 

net 

gross 


3. Dissolution conditions ' 
dissolutest Sotax AT 7 Gal 091 

Temp.=37°C ±0.5°C RC June 5, 1997 Ab June 5, 1997 

Speed: 75 RPM RC June 5, 1997 Ab June 5, 1997 

4. Weight of tablets Gal 205 


Ab June 6, 1997 RC 


FOURNIER 1001725 


Highly Confidential Subject to Protective Order 


023 

5. Reading 

on photospectrometer KONTRON 922 Gal 233 
2 mm optical view tanks 

FIXED WAVELENGTH 
Parameter List 

Wavelength (nm) 
Wait time (s) 
Integration time (s) 
Number of samples 

Calc mode 

Lamp adjustment (nm) 
Deuterium lamp 
Tungsten lamp 
Fissure (s) (nm) 
Auto print 
Auto save 
Auto transfer 


No 

Yes 
Yes 

No 
No 
No 


KONTRON INSTRUMENTS UVIKON 922 Operator 
FIXED WAVELENGTH 290NM 75RPM LF178 Ter LOT CO200 


[See original for table.] 

Lambda No. Value_E 


Ab June 6, 1997 
FOURNBER 1001726 

Highly Confidential Subject to Protective Order 


024 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers. J 

TITLE 

Tablets Canada Lot CO200 

DATE 

05/06797 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 21 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
io mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 [ CELL 4 [ CELL 5 | CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.) 
time 


[illegible initials and date] 

FOURNER 1001727 


t 


Highly Confidential Subject to Protective Order 


025 

June 9, 1997 

Dissolution LF 178 Ter Tablets 
Lot PK #1 58 at 100 me of Feno 

Medium of 0.025M LSNa at 75 RPM 

1. Preparation of the dissolution medium Gal 065 Balance 

Weight of the water: 

WATER 

[See original for numbers.] 

Tare Total weight of water= 
Net 

Gross For a 0.025M medium 
Mass of LSNa for weighing 


[illegible initials and date] 
FOURNEER 1001728 


Highly Confidential Subject to Protective Order 




026 


2. 


Weight of Dissolution Medium Gal 065 Bal 
1 liter of 0.025 M LSNa 1001.0 g 


[See original for numbers.] 


Tare 

Net 

Gross 


3. 


Dissolution conditions 


dissolutest Sotax AT 7 Gal 091 

Temp.=37°C ±0.5°C M June 9, 1997 [initials] June 9, 1997 
Speed: 75 RPM M June 9, 1997 [initials] June 9, 1997 

4. Weight of tablets Gal 205 

[See original for numbers.] 


[illegible initials and date] 


FOURNIER 1001729 


Highly Confidential Subject to Protective Order 


027 


5. Reading 

on photospectrometer KONTRON 922 Gal 233 
2 mm optical view tanks 

LF 178 Ter LOT 158, 0.025M 75 RPM 
Lambda. No. ValueJE 
[See original for table.] 


[illegible initials and date] 


FOURNffiR 1001730 


Highly Confidential Subject to Protective Order 


028 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

Tablets PK LotCO200 

DATE 

06709/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
P.38 25RC 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.025 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 \ CELLS | CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL I 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph-] 


time 

[illegible initials and date] 

FOURNE3R 1001731 


Highly Confidential Subject to Protective Order 


029 


June 10, 1996 

Dissolution LF 178 Ter Tablets 
Lot PK #158 at 100 mg of Feno 

Medium of 0.05M LSNa at 120 RPM 

1. Preparation of the dissolution medium Gal 065 Balance 

Weight of the water: 

WATER 

[See original for numbers.] 

Tare Total weight of water= 
Net 

Gross Weight of LSNa: 
For a medium of 0.05 M 


FOURNBER 1001732 


Highly Confidential Subject to Protective Order 



2. Weight of Dissolution Medium Gal 065 Bal 
1 liter of 0.05 M LSNa 1002.0 g 

[See original for numbers.] 
Tare 
Net 
Gross 

3. Dissolution conditions 
dissolutest Sotax AT 7 Gal 091 

Temp.=37°C ±0.5°C M June 10, 1997 Ab June 10, 1997 
Speed: 75 RPM M June 10, 1997 Ab June 10, 1997 

4. Weight of tablets Gal 205 Bal 
[See original for numbers.] 


[illegible initials and date] 


FOURNER 1001733 


Highly Confidential Subject to Protective Order 


5. 


Reading 

photospectrometer Gal 233 Chronometer Gal 124 
2 mm tanks - 290nm 


031 


LF 178 Ter LOT 158, 0.05M 120 RPM LSNA 
Lambda. No. Value_E 
[See original for numbers.] 


[illegible initials and date] 


FOURNIER 1001734 


Highly Confidential Subject to Protective Order 


032 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

LFTer Tablets PK Lot 158— 
0.05M120 RPM 

DATE 

09/69/97 06/10/97 RC 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 5229 RC 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

0.05 M LSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 [ CELL 3 1 CELL 4 1 CELLS | CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 


ml 








[See original for numbers.] 


Not removed so a Don-significant difference M July 7, 1997. 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph,] 
time 


[illegible initials and date] 

FOURNIER 1001735 


Highly Confidential Subject to Protective Order 


033 


June 11, 1997 

Dissolution LF 178 Ter Tablets 
Lot PK 158 at lOOmg Lot CO 194 M June 11, 1997 

Mediumof0.01MLSNaat43090RPM M 6/11/97 

1. Preparation of the dissolution medium Gal 065 Balance 

Weight of the water: 

WATER 

[See original for numbers.] 

Tare Total weight of water: 
Net 

Gross Weight of LSNa 

For a 0.0 1M medium 


RC June 24, 1997 


FOURNJER 1001736 


Highly Confidential Subject to Protective Order 




034 


2. 


Weight of Dissolution Medium Gal 065 Bal 
1 liter of 0.025 M LSNa 1004.0 g 


[See original for numbers.] 


Tare 

Net 

Gross 


3. Dissolution conditions 
DissolutestGal091 

Temp.=37°C ±0.5°C MJune 11, 1997 [initials] June 11, 1997 
Speed: 90 RPM M June 11, 1997 [initials] June 11, 1997 
MJune 11, 1997 

4. Weight of tablets Gal 205 Bal. 

[See original for numbers.] 


[illegible initials and date] 


FOURNEER 1001737 


Highly Confidential Subject to Protective Order 


035 


5. Reading 

photospectrometer Gal 233 chronometer Gal 124 
2 mm tank - 290nm 

M 6/11/97 

LF 178 Ter LOT CO 194, 0.0 1M 90 RPM 
Lambda. No. Value_E 
[See original for numbers.] 


[illegible initials and date] 
FOURNDSR 1001738 


Highly Confidential Subject to Protective Order 


036 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

LFI78 Ter Tablets Lot C0194 
-0.1M90tprm 

DATE 

06711/97 RC 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 33 RC 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

O.OlMLSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


[illegible initials and date] 

FOURNIER 1001739 


Highly Confidential Subject to Protective Order 


037 

June 12, 1997 

Dissolution LF 178 Ter Tablets 
LotCO197-160mg 
LSNa: 0.1M-90RPM 


1. Preparation of the dissolution medium Gal 065 Balance 

Purified water 

[See original for numbers.] 

Tare Total weight of water 

Net Weight of LSNa for a 0. 1M medium 

Gross 


2. Weight of the Dissolution Bowls Gal 065 Bal 
1 liter of 0.1 M LSNa weighs 1004.0 g 


MJuly 10, 1997 

FOURNBER 1001740 


Highly Confidential Subject to Protective Order 


038 


[See original for numbers.] 
Tare 
Net 
Gross 


3. Dissolution conditions 

Dissolutest Gal 091 Sotax AT 7 


Temp.=37°C ±0.5°C RC June 12, 1997 Ab June 12, 1997 
Speed: 90 RPM RC June 12, 1997 Ab June 12, 1997 


4. Weight of tablets Gal 205 Balance 
[See original for numbers.] 


[illegible initials and date] 
FOURNIER 1001741 


Highly Confidential Subject to Protective Order 


039 


5. Reading 

on photospectrometer KONTRON 922 Gal 233 
2 mm optical view tanks - 290 nm 


FIXED WAVELENGTH 290 NM 2 MM LF 178 Ter LOT C0197, 0. 1 NM 90 RPM 
LSNA 

Lambda. No. Value_E 
[See original for numbers.] 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 


FOURND3R 1001742 


Highly Confidential Subject to Protective Order 


040 


DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

LF178 Ter Tablets Lot CO 
197 

DATE 

06/12/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 37 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

O.lMLSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 " 


[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for numbers.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 


time 

[illegible initials and date] 

FOURNEER 1001743 


Highly Confidential Subject to Protective Order 


041 

June 12, 1997 

Dissolution LF 178 Ter Tablets 
Lot CO200-160 mg 
LSNa: 0.1M-90 RPM 


1. Preparation of the dissolution medium Gal 065 Balance 

Purified water 
[See original for numbers.] 

Tare 

Net 

Gross 


2. Weight of the Dissolution Bowls G al 065 Bal 
1 liter of 0.1 M LSNa weighs 1004.09 g 


FOURNEER 1001744 


Total weight of water 

Weight of LSNa for a 0. 1M medium 


Highly Confidential Subject to Protective Order 


042 


[See original for numbers.] 
Tare 
Net 
Gross 


3. Dissolution conditions 
Dissolutest Gal 091 Sotax AT 7 

Temp =37°C ±0.5°C RC June 13, 1997 Ab June 13, 1997 
Speed: 90 RPM RC June 13, 1997 Ab June 13, 1997 

4. Weight of tablets Gal 205 Balance 
[See original for numbers.] 


FOURNTJER 1001745 


Highly Confidential Subject to Protective Order 


043 

5. Reading 

on photospectrometer UVIKON 922-Gal 233 
2 mm optical view tanks - 290 nm 

FIXED WAVELENGTH 290 NM 2 MM LSNA 0.1M 90 RPM LOT CO200 LF178 Ter 
Lambda. No. Value_E 
[See original for numbers.] 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 


FOURNIER 1001746 


Highly Confidential Subject to Protective Order 


044 

DISSOLUTION 


[See original for file name.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

[See original for names and 
numbers.] 

TITLE 

LF178 Ter Tablets Lot CO200 
0.1M90 RPM 

DATE 

06/13/97 

NOTEBOOK NO. 

LF 178 Ter Dissolution no. 2, 
p. 41 

APPARATUS 


FILE 

[See original for file name.] 

WAVELENGTH 


ELUANT 

O.lMLSNa 

TANK in mm 


AGITATION 



SAMPLE PREPARATION 


theoretical mass 

[See original 
for numbers.] 
in mg 

theoretical dose 


CELL 1 | CELL 2 1 CELL 3 | CELL 4 | CELL 5 | CELL? 
[See original for numbers.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for numbers.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for numbers.] 


mass of test portion 
quantity of active ingredient 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[illegible initials and date] 

FOURNDER 1001747 


Highly Confidential Subject to Protective Order 


045 

Parallel use of the 7 th bowl for readings with or without Millex HA filtration (ref. SLHA025NB) 
of 0.45 pm 

Removal 10 ml, 5 filtered ml immediately and 5 left in the syringe and reading after 20 min 
[illegible] of time minimum 

[See original for figures.] 

Tare 

Net 

Gross RC 
RC 

FIXED WAVELENGTH 290 NM 2MM LSNA 0.1M 90TPM LOT C0200 LF178TER WITH 

6/13/1997 11:42 am 

Lambda No. Value_E 

[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 


FIXED WAVELENGTH 290NM 2MM LSNA 0.1M 90TPM LOT C0200 LF178TER 
WITHOUT 

6/13/1997 11:47 am 

Lambda No. Value_E 

[See original for figures.] 


M 7/10/1997 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 


FOURNIER 1001748 


Highly Confidential Subject to Proteotive Order 


046 

DISSOLUTION 


[See original for text in English.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR [See original for text in English.] 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


06713/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets PK CO200 - O.t M 
90tpm 

LF 178 Ter Dissolution no. 2, p. 45 
[See original for text in English.] 
LSNa 0.1 M 

90 TPM WITH FILTRATION 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

[See original for figures.] 


Time 


Difference between the two readings in % dissolved 
[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 1 MEAN | CELL 1 
[See original for figures.] 


RESULTS — QUANTITY DISSOLVED 


TIME POINT 


MEAN 


CELL I 


[See original for figures.] 


FOURNIER 1001749 


Highly Confidential Silbject to Protective Order 


047 


DISSOLUTION 


[See original for text in English.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR [See original for text in English.] 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


06/13/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets PK CO200 - 0.1 M 
90tpm 

LF 178 Ter Dissolution no. 2, p. 45 
[See original for text in English.] 
LSNaO.l M 

90 TPM WITH FILTRATION 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


DISSOLUTION READINGS 

volume sampled in ml 


CELL 1 | CELL 2 1 CELL 3 1 CELL 4 | CELL 5 | CELL6~ 


TIME POINT 

volume in 
ml 

CELL 1 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 1 MEAN | CELL 1 


[See original for figures.] 


RESULTS — QUANTITY DISSOLVED 


TIME POINT 1 MEAN | CELlT 


[See original for figures.] 


[See original for figures.] 


Control 100 
mg/1 


Given the difference between the two measurements, it would be better 
to do the 0.45 pm filtration just after removal and not before the 
reading. In any event, the filtration has to be adapted according to the 
withdrawal times. 


1 st case : reading at times 20, 40, 60, and 120 m, remove, put in a 0.45 
pm Millex filter, take the reading, the time interval between the two 
readings is sufficient to take 
readings after removal 


2 nd case : readings at times 5, 10, 15, 20, and 30 minutes, remove, put in a 0.45 pm Millex filter in a test tube, 
waiting for the reading. 


M 7/10/1997 


FOURNIER 1001750 


Highly ^Confidential Subject to Protective Order 


048 

June 17, 1997 


Dissolution ofLF178Ter Tablets 
Lot 158-100 mg 
LSNaO.l M-90TPM 


1. Preparation of the Dissolution Medium 
Balance GAL 065 


[See original for figures.] 
Tare 
Net 
Gross 
Tare 
Net 
Gross 


Total of purified water weighed 
[See original for equation.] 
Tare 

Net 

Gross 

Tare 

Net 

Gross 


Tare 

Net 

Gross 


Weight of LSNa in a 0AM medium Tare 
[See original for equation.] 

Net 
Gross 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.1 M weighs 1004.0 g 


M 7/10/1997 


FOURNDER 1001751 


Highly Confidential Subject to Protective Order 


Tare 


[See original for figures.] 
Tare 


049 


Net 


Net 


Gross 


Gross 


Tare 


Tare 


Net 


Net 


Gross 


Gross 


3. Dissolution Conditions 
Dissolutest GAL 091-Sotax AT7 

Temperature: 37°C ±0.5°C RC June 1 7, 1997 Ab June 1 7, 7997 
Speed: 90 TPM RCJune 17, 1997 Ab June 17, 1997 

4. Weizht of Tablets Balance GAL205 
[See original for figures.] 


M 7/10/1997 


FOURNTER 1001752 


Highly Confidential Subject to Protective Order 


050 

5. Readings - on photospectrometer UVIKON 922 Gal 233 
2 mm tanks to 290 nm. 

FIXED WAVELENGTH 290 NM 2 MM LF178TER LOT 158, LSNA 0.1M 90 TPM 

6/17/1997 4:16 pm 

Lambda. No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 

M 7/10/1997 
FOURNEER 1001753 


Highly Confidential Subject to Protective Order 


051 


DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for text in English.] 
version dated: February 6, 1997 


OPERATOR [See original for text in English.] 

DATE 06/17/97 

APPARATUS [See original for text in English.} 

WAVELENGTH [See original for text in English.] 

TANK in mm [See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 

ELUANT 
AGITATION 


LF178TER Tablets Lot 158-0.1 M90 tpms 
LF 178 Ter Dissolution no. 2, p. 48 
M:\commun\ginq\lfl78ter\dissolution\lot PK 158 0.1 
90 torn 
LSNaO.l M 

[See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 1 CELL 6 


[See original for figures.] 


Control 100 
mg/l 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RP.SIH.TS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


time 


RC 


FOURNIER 1001754 


Highly Confidential Subject to Protective Order 


June 17, 1997 


Dissolution ofLF178Ter Tablets 
Lot 234 - 100 me 
LSNaO.l M-90TPM 

Preparation of the Dissolution Medium 
See page 048. 

Weight of Dissolution Bowls Balance GAL 065 

1 liter ofLSNa 0.1M weighs 1004.0 g 


Tare 

Net 

Gross 


[See original for figures.] 
Tare 
Net 
Gross 


Tare 

Net 

Gross 


Tare Tare 
Net Net 
Gross Gross 

3. Dissolution Conditions 
Dissolutest Sotax AT7 - GAL 091 

Temperature: 37°C ±0.5°C RC June 18, 1997 
Speed: 90 TPM RC June 18, 1997 

4. Weight of Tablets Balance GAL205 


Tare 

Net 

Gross 


CCJune 18, 1997 
CCJune 18, 1997 


RC 


M 7/10/1997 


FOURNIER 1001755 


Highly Confidential Subject to Protective Order 


053 


[See original for figures.] 

5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 

FIXED WAVELENGTH 290 NM 2 MM LF178TER LOT 234, LSNA 0.1M 90 TPM 

6/18/1997 11:23 am 

Lambda. No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 


FOURNIER 1001756 


Highly Confidential Subject to Protective Order 


054 

DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for text in English.] 
version dated: February 6, 1997 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for text in English.] 
06/18/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE LF178TER Tablets PK Lot 234 - 0.1 M 

90tpm 

NOTEBOOK NO. LF 1 78 Ter Dissolution no. 2, p. 52 
FILE (See original for text in English.] 

ELUANT LSNaO.lM 
AGITATION [See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for Figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 ] CELL 3 | CELL 4 | CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 




RESULTS — QUANTITY DISSOLVED 













TIME POINT 

MEAN 

CELL 
I 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

ISee original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


time 


time 


M 7/10/1997 


RC 


FOURNIER 1001757 


Highly Confidential Subject to Protective Order 


June 18, 1997 


055 


Dissolution ofLF178Ter Tablets 
Lot 234-100 mz 
LSNa 0.05 M- 120 TPM 


1. Preparation of the Dissolution Medium - Balance GAL 065 
[See original for figures.] 
Tare 


Net 

Gross 

Tare 

Net 

Gross 


Tare 
Net 
Gross 
Tare 
Net 
Gross 


Total of purified water weighed 
[See original for equation.] 


Tare 

Net 

Gross 


Weight of LSNa in a 0.05M medium 
[See original for equation.] 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.05 M weighs 1002.0 g 


M 7/10/1997 


FOURNDER 1001758 


Highly Confidential Subject to Protective Order 


056 


Tare 

Net 

Gross 


[See original for figures.] 

Tare Tare 

Net Net 

Gross Gross 


Tare 


Net 


Gross 


Tare 


Net 


Gross 


Tare 

Net 

Gross 


Dissolution Conditions 
Dissolutest Sotax AT7 - GAL 091 

Temperature: 37°C ± 0.5°C RC June 18, 1997 CC June 18, 1997 
Speed: 120 TPM RC June 18, 1997 CC June 18, 1997 

Weight of Tablets Balance GAL205 

[See original for figures.] 


5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


M 7/10/1997 


FOURNIER 1001759 


Highly Confidential Subject to Protective Order 


057 

FIXED WAVELENGTH 290 NM 2 MM LF178TER LOT 234, LSNA 0.05M 120 TPM 

6/18/1997 4:40 pm 

Lambda. No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVTKON 922 Operator RC 


FOURNIER 1001760 


Highly Confidential Subject to Protective Order 


058 

DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for text in English.] 
version dated: February 6, 1997 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for text in English.] 
06/18/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets PK Lot 234 - 0.05 M 
120 tpm 

LF 178 Ter Dissolution no. 2, page 55 
[See original for text in English.] 
LSNa0.05M 

[See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL I 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


time 


M 7/10/1997 


FOURNIER 1001761 


Highly Confidential Subject to Protective Order 


June 18, 1997 


Dissolution ofLF178Ter Tablets 
Lot C0194 -160 me 
LSNa 0.05 M- 120 TPM 


059 


L Preparation of the Dissolution Medium 
See page 055. 

RC 

2. Weight of Dissolution Bowls Balance GAL 205 065 

1 liter of0.05M LSNa weighs 1002.0 g 


Purified water 


Tare 


[See original for figures.] 
Tare 


Tare 


Net 
Gross 


Net 
Gross 


Net 
Gross 


Tare 


Net 


Gross 


Tare 


Net 


Gross 


Tare 

Net 

Gross 


3. Dissolution Conditions 

Dissolutest Sotax AT7 - GAL 091 


Temperature: 37°C ±0.5°C RC June 19, 1997 
Speed: 120 TPM RC June 19, 1997 


[initials] June 19, 1997 
[initials] June 19, 1997 


M 7/10/1997 


FOURNIER 1001762 


Highly Confidential Subject to Protective Order 1 


060 

4. Weight of Tablets Balance GAL205 

[See original for figures.] 

5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


FIXED WAVELENGTH 290 NM 2 MM LF178TER LOT C0194, LSNA 0.05M 120 TPM 

6/19/1997 11:10 am 


Lambda. No. Value_E 


[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 

M 7/10/1997 


FOURNIER 1001763 


Highly Confidential Subject to Protective Order 


061 


DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for text in English.] 
version dated: February 6, 1997 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for text in English.] 
06719/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets Lot C0194 - 0.05 M 
120tpm 

LF 178 Ter Dissolution no. 2, p. 59 
[See original for text in English.] 
LSNa 0.05 M 

[See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


RC 


time 


FOURNIER 1001764 


Highly Confidential Subject to Protective Order 


062 

June 19, 1997 


1. 


Dissolution ofLF178Ter Tablets 
Lot C0197- 160 ms 
LSNa 0.05 M- 120 TPM 

Preparation of the Dissolution Medium Balance GAL 065 

[See original for figures.] 


purified water 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


Total weight of purified water 
[See original for equation.] 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


Tare 


Net 


Gross 


Weight of LSNa for a 0.05 M medium 
[See original for equation.] 


Weight of Dissolution Bowls 
Balance GAL 065 

1 liter of0.05M LSNa weighs 1002.0 g 


Tare 

Net 

Gross 


FOURNEER 1001765 


Highly Confidential Subject to Protective Order 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


Tare 


Net 


Gross 


Tare 


Net 


Gross 


Tare 

Net 

Gross 


3. Dissolution Conditions 
Dissolutest Sotax ATI - GAL 091 

Temperature: 37°C ±0.5°C June 19, 1997 Ab June 19, 1997 

Speed: 120 TPM RC June 19, 1997 Ab June 19, 1997 

4. Weight of Tablets - Balance GAL205 

[See original for figures.] 

5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


M 7/10/1997 


Highly Confidential Subject to Protective Order 


FOURNIER 1001766 


064 

FIXED WAVELENGTH 290 NM 2 MM LF178TER LOT C0194, LSNA 0.05M 120 TPM 

6/19/1997 4:22 pm 

Lambda. No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVUCON 922 Operator RC 


FOURNEER 1001767 


t 


Highly Confidential Subject to Protective Order 


065 


DISSOLUTION 


[See original for text in English.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR [See original for text in English.] 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


06719/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets Lot CO 197 - 0.05 M 
120tpm 

LF 178 Ter Dissolution no. 2, p. 62 
[See original for text in English.] 
LSNa0.05M 

[See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 \ CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 

5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

(See original for figures.] 


[See original for graphs.] 


% dissolved 


quantity dissolved 


time 


FOURNIER 1001768 


Highly Confidential Subject to Protective Order 


066 

June 19, 1997 

Dissolution ofLF178Ter Tablets 
Lot C0200- 160 ms 
LSNa 0.05 M- 120 TPM 

1. Preparation of the Dissolution Medium 
See page 062. 

2. Weight of Dissolution Bowls Balance GAL 065 
1 liter ofO.OSM LSNa weighs 1002.0 g 


Tare 

Net 

Gross 


[See original for figures.] 

Tare Tare 

Net Net 

Gross Gross 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


3. Dissolution Conditions 

Dissolutest Sotax AT7 - GAL 091 

Temperature: 37°C ± 0.5°C RC June 20, 1997 
Speed: 120 TPM RC June 20, 1991 


[initials] June 20, 1997 
[initials] June 20, 1997 


FOURNffiR 1001769 


Highly Confidential Subject to Protective Order 


067 


Weight of Tablets Balance GAL205 

[See original for figures.] 


5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


290 NM 2 MM LF178TER LOT C0200, 0.05M 120 1PM 


Lambda. No. VaIue„E 
[See original for figures J 


6/20/1997 10:58 am 


KONTRON INSTRUMENTS UVIKON 922 Operator RC 


M 7/10/1997 


FOURNIER 1001770 


Highly Confidential Subject to Protective Order 


068 

DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


[See original for text in English. j 
version dated: February 6, 1997 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


(See original for text in English.] 
06/20/97 

[See original for text in English.] 
[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets Lot C0200 - 0.05 M 
120tpm 

LF 178 Ter Dissolution no. 2, p. 66 
[See original for text in English.] 
LSNa 0.05 M 

[Sec original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

(See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 \ CELL 4 | CELL 5 1 CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


time 


FOURNIER 1001771 


Highly Confidential Subject to Protective Order 


069 


June 20, 1997 


2. 


Dissolution ofLF178Ter Tablets 
Lot 234-100 mz 
LSNa 0.025 M-75 TPM 


Preparation of the Dissolution Medium 
Purified Water 


[See original for figures.] 

Tare 

Net. 

Gross 

Tare 

Net 

Gross 


RC 

Balance GAL 20$ 065 

Total weight of purified water 

[See original for equation.] 


Tare 

Net 

Gross 


Weight of0.025M LSNa Medium 
[See original for equation.] 


Tare 
Net 


Weight of Dissolution Bowls Balance GAL 065 

1 liter ofOMSM LSNa weighs 100L0 g 


Tare, Net, Gross 


Tare, Net, Gross 

[See original for figures.] 


Gross 
RC 


Tare, Net, Gross 


M 7/10/1997 


FOURNIER 1001772 


Highly Confidential Subject to Protective Order 


Tare, Net, Gross Tare, Net, Gross Tare, Net, Gross 

[See original for figures.] 

3. Dissolution Conditions 
Dissolutest SotaxAT7 - GAL 091 

Temperature: 37°C ±0.5°C RC June 20, 1997 June 20, 1997 Ab 
Speed: 90 75 TPM RC June 20, 1997 June 20, 1997 Ab 

RC 

4. Weight of Tablets Balance GAL205 


[See original for figures.] 


5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


Highly Confidential Subject to Protective Order 


FOURNffiR 1001773 


071 

FIXED WAVELENGTH 290 NM 2 MM LF178TER LOT 234, LSNA 0.025M 75 TPM 

6/20/1997 4:39 pm 

Lambda. No. Value_E 
[See original for figures.] 


M 7/10/1997 


FOURNffiR 1001774 


Highly Confidential Subject to Protective Order 


072 

DISSOLUTION 


[See original for text in English.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 

OPERATOR [See original for text in English.] 

DATE 06/20/97 

APPARATUS [See original for text in English.] 

WAVELENGTH [See original for text in English.] 

TANK in mm [See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets Lot PK 234 - 0.025 M 
75tpm 

LF 178 Ter Dissolution no. 2, p. 69 
[See original for text in English.] 
LSNa 0.025 M 

[See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


FOURNIER 1001775 


Highly Confidential Subject to Protective Order 


073 


June 24, 1997 


Dissolution ofLF178Ter Tablets 
Lot 158 - 100 mg x 2=200 mz 
LSNa 0.025 M- 75 TPM 


1. Preparation of the Dissolution Medium 
Purified Water 

[See original for figures.] 

Tare 

Net 

Gross 

Tare 

Net 

Gross 


Balance GAL065 

Total weight of purified water 

[See original for equation.] 

Weight of0.025M LSNa Medium 
[See original for equation.] 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of0.025M LSNa weighs 1001.0 g 


M 7/10/1997 
FOURNBER 1001776 


Highly Confidential Subject to Protective Order 


074 


Tare 

Net 

Gross 


[See original for figures.] 

Tare Tare 

Net Net 

Gross Gross 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


Tare 

Net 

Gross 


3. Dissolution Conditions 
Dissolutest Sotax AT7 - GAL 091 

Temperature: 37°C ±0.5°C [initials] June 24, 1997 
Speed: 75 TPM [initials] June 24, 1997 

4. Weight of Tablets Balance GAL205 


RCJune 24, 1997 
RC June 24, 1997 


[See original for figures.] 


Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


M 7/10/1997 


FOURNDER 1001777 


Highly Confidential Subject to Protective Order 


075 

FIXED WAVELENGTH 290 NM 2 MM LF178TER 2 CPR LOT 158, LSNA 0.025M 75 TPM 

6/24/1997 5:38 pm 

Lambda. No. Value_E 
[See original for figures.] 


M 7/10/1997 


FOURNIER 1001778 


Highly Confidential Subject to Protective Order 


076 

DISSOLUTION 


[See original for text in English.] 
version dated: February 6, 1997 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR [See original for text in English.] 


DATE 

APPARATUS 

WAVELENGTH 
TANK in mm 


06/24/97 

[See original for text in English.] 

[See original for text in English.] 
[See original for text in English.] 


TITLE 

NOTEBOOK NO. 
FILE 

ELUANT 
AGITATION 


LFI78TER Tablets Lot PK 158 - 0.025 M 75tpm 
2 tablets 

LF 178 Ter Dissolution no. 2, p. 73 
M:\commun\ginq\lfl78ter\dissolution\Iot PK 158 
0.025 75 tpm 2 tablets 
LSNa 0.025 M 

[See original for text in English.] 


SAMPLE PREPARATION 


theoretical mass 

[See original 


theoretical dose 

for figures.] 

in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 \ CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL I 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


[See original for graphs.] 
% dissolved 


quantity dissolved 


time 


FOURNIER 1001779 


Highly Confidential Subject to Protective Order 

i 


077 


6/24/97 

Dissolution of LF178Ter Tablets 
Lot 2398/01 RG -14 kg 
LSNa 0.05 M - 120 TPM 

1. Preparation of the Dissolution Medium Balance GAL065 

Purified Water Total weight of purified water 


[See original for figures.] 

Tare 

Net 

Gross 

Weight of 0.05M LSNa Medium 
[See original for figures.] 


2. Weight of Dissolution Bowls Balance GAL 265 

1 liter of 0.05M LSNa weighs 1002.0 g 

[initials] 7/10/97 
FOURNTER 1001780 


Highly Confidential Subject to Protective Order 


078 
Tare 
Net 
Gross 

[See original for figures.] 


3. Dissolution Conditions 
Dissolutest Sotax AT7 - GAL 091 

Temperature: 37°C ± 0.5°C [initials] 6/25/97 [initials] 6/25/97 

Speed: 120 TPM [initials] 6/25/97 [initials] 6/25/97 

4. Weight of Tablets Balance GAL205 
[See original for figures.] 


[initials] 7/10/97 
FOURNIER 1001781 


Highly Confidential Subject to Protective Order 


5. Readings 

on photospectrometer UVKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2398/01RG 14 KG LSNA 0 05M 
120 TPM 


Lambda. No. Value E 


[See original for figures.] 


KONTRON INSTRUMENTS UVKON 922 Operator [initials] 
[initials] 7/10/97 


FOURNEER 1001782 


Highly Confidential Subject to Protective Order 


080 

DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSELIN C 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for file name ] 
version dated: 2/6/97 


TITLE 


06/25/97 

GAL091 GAL 233 
290 nm 
2 mm 


NOTEBOOK NO. 

FILE 

ELUANT 

AGITATION 


LF178TER Tablets Lot 
2398/01 RG 14kg- 0.05 M 
120 tpm 

LF 178 Ter Dissolution no. 2, 
p. 077 

[See original for file name.] 

LSNaO.05 

120 tpm 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 [ CELL 4 | CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 . 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


[initials] 7/10/97 
FOURNIER 1001783 


Highly Confidential Subject to Protective Order 


081 


6/25/97 

Dissolution of LF178Ter Tablets 
Lot 2401/01 RG- 120 kg 
LSNa 0.05 M- 120 TPM 

1. Preparation of the Medium 
See page 077. 

2. Weight of Dissolution Bowls Balance GAL 065 
1 liter of 0.05M LSNa weighs 1002.0 g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Dissolution Conditions 

Dissolutest Sotax AT7 - GAL 091 


Temperature: 37°C ± 0.5°C [initials] 6/25/97 [initials] 6/25/97 
Speed: 120 TPM [initials] 6/25/97 [initials] 6/25/97 


[initials] 7/10/97 


FOURNIER 1001784 


Highly Confidential Subject to Protective Order 


4. Weight of Tablets Balance GAL205 
[See original for figures.] 

FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2401/01RG 20 KG LSNA 0.05M 
120 TPM 

5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 


Lambda No. Value_E 

[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 


[initials] 7/10/97 
FOURNTER 1001785 


Highly Confidential Subject to Protective Order 


083 


DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSELIN C 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for file name.] 
version dated: 2/6/97 


TITLE 


06725/97 

GAL091GAL233 
290 nm 
2 mm 


NOTEBOOK NO. 

FILE 

ELUANT 

AGITATION 


LF178TER Tablets Lot 
2401/01 RG 20kg- 0.05 M 
120 tpm 

LF 178 Ter Dissolution no. 2, 
p. 081 

[See original for file name.] 
LSNa 0.05M 
120 tpm 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6~ 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 

[initials] 7/10/97 


quantity dissolved 
[See original for graph.] 
time 


FOURNffiR 1001786 


Highly Confidential Subject to Protective Order 


6/27/97 


Dissolution of LF178Ter Tablets 
Lot 2401/01 RG-15kg 
LSNa 0.05 M- 120 TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 

Purified Water Total Weight of Purified Water 

[See original for figures.] [See original for figures.] 

Tare 

Net Weight of LSNA to have a 0.05M medium 

Gross [See original for figures.] 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of 0.05M LSNa weighs 1002.0 g 

[initials] 7/10/97 
FOURNIER 1001787 


Highly Confidential Subject to Protective Order 


[See original for figures.] 


Tare 

Net 

Gross 


3. Dissolution Conditions 

Dissolutest AT7 Sotax GAL 091 


Temperature: 37°C ± 0.5°C [initials] 6/27/97 [initials] 6/27/97 
Speed: 1 20 TPM [initials] 6/27/97 [initials] 6/27/97 

[See original for figures.] 


[initials] 7/10/97 


FOURNDER 1001788 


Highly Confidential Subject to Protective Order 


086 

FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2401/01RG 15 KG LSNA 0.05M 
120 TPM 

Lambda No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 


[initials] 7/10/97 
FOURNIER 1001789 


Highly Confidential Subject to Protective Order 


087 


DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSELIN C 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for file name.] 
version dated: 2/6/97 


TITLE 


06/27/97 

GAL 091 GAL 233 
290 am 
2 mm 


NOTEBOOK NO. 

FILE 

ELUANT 

AGITATION 


LF178TER Tablets Lot 
2401/01 RG 15kg- 0.05 M 
120 tpm 

LF 178 Ter Dissolution no. 2, 
p. 084 

[See original for file name.] 
LSNa 0.05 
120 tpm 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/I 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL I 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
I 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved 
[See original for graph ] 
time 


quantity dissolved 
[See original for graph.] 
time 


[initials] 7/10/97 
FOURNIER 1001790 


Highly Confidential Subject to Protective Order 


088 


Dissolution of LF178Ter Tablets 
Lot 2398/01 RG- 14 kg 
LSNa 0.1M-90TPM 

1 . Preparation of the Dissolution Medium B alance GAL 065 

Purified Water 

Total Weight of Purified Water 
[See original for figures.] [See original for figures.] 


Tare 

Net 

Gross 


Weight of LSNA to have a 0. 1M medium 
[See original for figures.] 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of 0.1M LSNa weighs 1004.0 g 


[initials] 7/10/97 
FOURNIER 1001791 


Highly Confidential Subject to Protective Order 


089 

[See original for figures.] 
Tare 
Net 
Gross 


3. Dissolution Conditions 
Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/1/97 [initials] 7/1/97 

Speed: 90 TPM [initials] 7/1/97 [initials] 7/1/97 

4. Weight of Tablets Balance GAL 205 
[See original for figures.] 


[initials] 7/10/97 

FOURNIER 1001792 


Highly Confidential Subject to Protective Order 


090 


5. Readings 

on photospectrometer UVEKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 

FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2398/01RG 14 KG LSNA 0.1M 90 
TPM 


Lambda No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 

[initials] 7/10/97 
FOURNIER 1001793 


Highly Confidential Subject to Protective Order 


091 


DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSEUN C 


[See original for file name.] 
version dated: 2/6/97 


TITLE 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/01/97 

GAL091GAL233 
290 nm 
2 mm 


NOTEBOOK NO. 

FILE 

ELUANT 

AGITATION 


LF178TER Tablets Lot 
2398/01 RG 14kg- 0.1 M 90 
tpm 

LF 178 Ter Dissolution no. 2, 
p. 088 

[See original for file name.] 
LSNa 0.1M 
90 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 [ CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 

[initials] 7/10/97 
FOURNIER 1001794 


Highly Confidential Subject to Protective Order 


092 
7/1/97 

Dissolution of LF178Ter Tablets 
Lot 2401/01 RG- 15 kg 
LSNaO.l M-90TPM 

1. Preparation of the Dissolution Medium 
See page 88. 

2. Weight of Dissolution Bowls Balance GAL 065 
1 liter of 0.1M LSNa weighs 1004.0 g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Dissolution Conditions 

Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/1/97 [initials] 7/1/97 

Speed: 90 TPM [initials] 7/1/97 [initials] 7/1/97 


[initials] 7/10/97 
FOURNDER 1001795 


Highly Confidential Subject to Protective Order 


09 

4. Weight of Tablets Balance GAL 205 
[See original for figures.] 


5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 

FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2401/01RG 15 KG LSNA 0.1M 90 
TPM 


Lambda No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 
[initials] 7/10/97 

FOURNTER 1001796 


Highly Confidential Subject to Protective Order 


094 


DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSELIN C 


[See original for file name.] 
version dated: 2/6/97 


TITLE 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/01/97 

GAL091 GAL233 
290 nm 
2 mm 


NOTEBOOK NO. 

FILE 

ELUANT 

AGITATION 


LF178TER Tablets Lot 
2401/01 RG 15kg-0.1M90 
tpm 

LF 178 Ter Dissolution no. 2, 
p. 092 

[See original for file name.] 
LSNa 0.1M 
90 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 [ CELLS 


CELL 6 


[See original for figures.] 


Control 100 
mg/I 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 

CELL 

CELL 

CELL 

CELL 

CELL 6 

standard 

CV 



1 

2 

3 

4 

5 


deviation 


[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 

TIME POINT 

MEAN 

CELL 

CELL 

CELL 

CELL 

CELL 

CELL 6 

standard 

CV 



I 

2 

3 

4 

5 


deviation 


[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 

FOURNEER 1001797 


Highly Confidential Subject to Protective Order 


7/1/97 095 

Dissolution LF178TER Tablets 
Lot 2401/01 RG- 20 kg 
LSNA 0.1M-90TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 
Purified Water Total Weight of Purified Water 

[See original for figures.] [See original for figures.] 

Tare 

Net Weight of LSNa for a medium of 0. 1M 

Gross [see original for details] 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.1M weighs 1004.0g 


[initials] 7/10/97 

FOURNIER 1001798 


Highly Confidential Subject to Protective Order 


096 

[See original for figures.] 
Tare 
Net 
Gross 


7/2/97 


3. Dissolution Conditions 
Dissolutest Sotax AT7-GAL 091 

Temperature: 37°C±0.5°C [initials] 7/2/97 [initials] 7/2/97 

Speed: 90 TPM [initials] 7/2/97 [initials] 7/2/97 

4. Weight of Tablets GAL 205 
[See original for figures.] 


[initials] 7/10/97 
FOURNIER 1001799 


Highly Confidential Subject to Protective Order 


5. Readings 

photospectrometer UVIKON 922 GAL 233 in 2mm tanks with an optical trajectory of 
290 nm 

FIXED WAVELENGTH 290 NM 2 MM LF178TER 2401/01RG 20 KG 0.1 TPM 
Lambda No. Value_E 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 

[initials] 7/10/97 

FOURNIER 1001800 


Highly Confidential Subject to Protective Order 


098 


DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSELIN C 

DATE 07/02/97 


APPARATUS 
WAVELENGTH 
TANK in mm 


[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 


GAL091 GAL233 
290 cm 
2 mm 


FILE 

ELUANT 

AGITATION 


LFI78TER Tabletslot2401/01 
RG 20kg -0.1M 
LF 178 Ter Dissolution no. 2, 
p. 095 

[See original for file name.] 
LSNa 0.1M 
90 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 \ CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 


ml 







[See original for figures.] 




RESULTS — 9 

h DISSOLVED 





TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS — 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


[initials] 7/10/97 
FOURNIER 1001801 


Highly Confidential Subject to Protective Order 


7/3/97 


Dissolution of LF178Ter Tablets 
Lot 2395/01 RG-14kg 
LSNa 0.1M-90TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 

Purified Water Total Weight of Purified Water 

[See original for figures.] [See original for figures.] 

Tare 

Net Weight of LSNA for a 0. 1M medium 

Gross [See original for figures.] 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of 0.1M LSNa weighs 1004.0 g 

[initials] 7/10/97 

FOURNIER 1001802 


Highly Confidential Subject to Protective Order 


100 

[See original for figures.] 
Tare 
Net 
Gross 


3. Dissolution Conditions 
Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/3/97 [initials] 7/3/97 

Speed: 90 TPM [initials] 7/3/97 [initials] 7/3/97 

4. Weight of Tablets Balance GAL 205 
[See original for figures.] 


[initials] 7/10/97 

FOURNTER 1001803 


Highly Confidential Subject to Protective Order 


101 


5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 

FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2395/01RG 14 KG LSNA 0.1M 90 
TPM 

Lambda No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 
[initials] 7/10/97 

FQURNIER 1001804 


Highly Confidential Subject to Protective Order 


102 


DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 
OPERATOR ROSSELIN C 


[See original for file name.] 
version dated: 2/6/97 


TITLE 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/03/97 

GAL 091 GAL 233 
290 nm 
2 mm 


NOTEBOOK NO. 

FILE 

ELUANT 

AGITATION 


LF178TER Tablets Lot 
2395/01 RG 14kg- 0-1 M 90 
rpm 

LF 178 Ter Dissolution no. 2, 
p. 099 

[See original for file name.] 

LSNa 0.1M 

90TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


CELL 1 | CELL 2 [ CELL 3 | CELL 4 | CELL 5 [ CELL 6 
[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 

[initials] 7/10/97 
FOURNIER 1001805 


mass of test portion 
quantity of active ingredient 


Highly Confidential Subject to Protective Order 


7/3/97 

103 

Dissolution of LF178 Tablets 
Lot 2395/01 RG - 14 kg 
LSNa 0.05 M- 120 TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 

Purified Water Total Weight of Purified Water 

[See original for figures.] [See original for figures.] 

Tare 

Net Weight of LSNA for a 0.05M medium 

Gross [See original for figures.] 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of 0.05M LSNa weighs 1002.0 g 

[initials] 7/10/97 

FOURNIER 1001806 


Highly Confidential Subject to Protective Order 


104 

[See original for figures.] 
Tare 
Net 
Gross 


3. Dissolution Conditions 
Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/3/97 [initials] 7/3/97 

Speed: 120 TPM [initials] 7/3/97 [initials] 7/3/97 

4. Weight of Tablets Balance GAL 205 
[See original for figures.] 


[initials] 7/10/97 
FOURNIER 1001807 


Highly Confidential Subject to Protective Order 


105 


5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tanks with optical trajectory of 290 nm 

FIXED WAVELENGTH 290 NM 2 MM LF 178TER 2395/01RG 14 KG LSNA 0.05M 
120TPM 


Lambda No. Value_E 
[See original for figures.] 


KONTRON INSTRUMENTS UVIKON 922 Operator [initials] 

No sample taken at 20 minutes; dissolution needs to be redone. 

7/4/97 


1. ^ Preparation of Dissolution Medium Balance GAL 065 


[initials] 7/10/97 
FOURNIER 1001808 


Highly Confidential Subject to Protective Order 


106 
7/8/97 


LF178Ter Tablets 
Lot 2395/01 RG - 14 kg 
LSNa 0.05 M- 120 TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 

Weight of Water 

WATER Total Weight of Water 

Tare [See original for figures.] 

Net 

Gross 


Weight of LSNA for a 0.05M medium 
[See original for figures.] 


[initials] 7/9/97 
FOURNIER 1001809 


Highly Confidential Subject to Protective Order 


107 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of 0.05M LSNa weighs 1002.0 g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Dissolution Conditions 
Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/8/97 [initials] 7/8/97 

Speed: 120 TPM [initials] 7/3/97 [initials] 7/8/97 

4. Weight of Tablets Balance GAL 205 


[See original for figures.] 


[initials] 7/9/97 
FOURNDER 1001810 


Highly Confidential Subject to Protective Order 


108 

5. Readings 

on photospectrometer UVIKON 922 Gal 233 
2 mm tank - reading at 290 nm 

LF 178 TER LOT RG 2395/01 14KG LSNA 0.05M 120 TPM 

Lambda No. Value_E 

[See original for figures and text in English.] 


) 

[initials] 7/9/97 
FOURNIER 1001811 


Highly Confidential Subject to Protective Order 


109 


DISSOLUTION 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


D. LECRIT 
07/08/97 
GAL 233 091 
290 nm 

2 


[See original for file name.] 
version dated- 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER RG 2395/01 14kg 
LF 178 Ter No. 2, p. 106 
[See original for file name.] 
LSNaO.OSM 
120 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures ] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 " 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


[initials] 


quantity dissolved 
[See original for graph.} 
time 


FOURNBER 1001812 


Highly Confidential Subject to Protective Order 


7/9/97 
110 

Dissolution of LF178Ter Tablets 
Lot RG 2395/01 - 14 kg 
LSNa 0.025 M - 75 TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 

Weight of Water 

WATER 


[See original for figures.] 

Tare 

Net 

Gross 


Amount of Water Weighed 
[See original for figures.] 


Weight 


ight of LSNA for a 0.025M medium 
[Bee original for figures.] 


[initials] 7/9/97 
FOURN1ER 1001813 


Highly Confidential Subject to Protective Order 


Ill 

Weight of Dissolution Bowls Balance GAL 065 

1 liter of 0.025M LSNa weighs 1001 .0 g 

[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Dissolution Conditions 

Dissolutest Sotax GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/9/97 [initials] 7/9/97 

Speed: 75 TPM [initials] 7/9/97 [initials] 7/9/97 


[initials] 7/9/97 
FOURNIER 1001814 


Highly Confidential Subject to Protective Order 


112 

5. Readings 

on photospectrometer Gal 233 Chronometer GAL 124 
2 mm tank - 290 nm 

LF 178TER LOT RG 2395/01 14 KG LSNA 0.025M 75 TPM 

Lambda No. Value_E 

[See original for figures and text in English.] 


[initials] 7/9/97 
FOURNIER 1001815 


Highly Confidential Subject to Protective Order 


113 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

D. LECRIT 

TITLE 

LF178TER RG 2395/.01 at 14 
kg LSNa 0.025 M 75 tpm 

DATE 

07/09/97 

NOTEBOOK NO. 

LF178no. 2, p. 110 

APPARATUS 

GAL 233 GAL 091 

FILE 

[See original for file name.] 

WAVELENGTH 

290 nm 

ELUANT 

LSNa 0.025 M 

TANK in mm 

2 

AGITATION 

75 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 1 CELL 3 [ CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[initials] 7/9/97 
FOURNIER 1001816 


Highly Confidential Subject to Protective Order 


114 

7/17/97 


LF178Ter Tablets 
Lot CO197-160 mg 
LSNa 0.025 M- 50 TPM 
[Original entry crossed out and initialed.] 


1 . Preparation of the Dissolution Medium Balance GAL 065 

Water Weight of Water 

[See original for figures.] [See original for figures.] 

Tare 
Net 
Gross 

For a 0.025M medium 
[See original for figures.] 


[initials] 7/22/97 
FOURNIER 1001817 


Highly Confidential Subject to Protective Order 


115 

2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of 0.025M LSNa weighs 1001.0 g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Dissolution Conditions 

Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/18/97 [initials] 7/18/97 

Speed: 50 TPM [initials] 7/18/97 [initials] 7/18/97 

[initials] 7/22/97 


FOURNIER 1001818 


Highly Confidential Subject to Protective Order 



116 

5. Readings 

on photospectrometer Gal 233 Chronometer GAL 124 

LF 178TER LOT C0197 0.025M 50TPM 
[initials] 

Lambda No. ValueJE 

[See original for figures and text in English.] 


[initials] 7/22/97 
FOURNIER 1001819 


Highly Confidential Subject to Protective Order 


117 


DISSOLUTION 

CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


[See original for file name.] 
version dated: 2/6/97 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/18/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER Tablets Lot 
C0197 LSNa 0.025M 50 tpra 
LF178Ter no.2p.114 
[See original for file name.] 
LSNa 0.025 M 
50TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[initials] 7/22/97 
FOURNIER 1001820 


Highly Confidential Subject to Protective Order 


118 

7/18/97 


LF178Ter Dissolution 
Lot CQ197 - 160 me 
0.025 M- 90 TPM 

3. Preparation of the Dissolution Medium 
See page [illegible]. 

2. Filling of Dissolution Bowls Balance GAL 065 
1 liter of LSNa 0.025 M weighd 1001. Og. 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


[initials] 7/22/97 
FOURNEER 1001821 


Highly Confidential Subject to Protective Order 



119 

4. Conditions 

Dissolutest GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/18/97 [initials] 7/18/97 
Speed: 90 TPM [initials] 7/18/97 [initials] 7/18/97 


LF 178 TER LOT C0197 0.025M 90TPM 
Lambda No. Value_E 
[See original for figures.] 


5. Readings 

on photospectrometer Gal 233 

Chronometer GAL 122 


FOURNIER 1001822 


Highly Confidential Subject to Protective Order 



120 

[initials] 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 

D. LECRIT 

TITLE 

LFI78TER Tablets Lot 
COI97 LSNa 0.025M 90 tpm 

DATE 

07/18/97 

NOTEBOOK NO. 

LF178Terno.2p.H8 

APPARATUS 

GAL 233 GAL 091 

FILE 

[See original for file name.] 

WAVELENGTH 

290 did 

ELUANT 

LSNa 0.025 

TANK in mm 

2 

AGITATION 

90 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in rag 


CELL 1 | CELL 2 | CELL 3 [ CELL 4 | CELLS | CELL 6 
[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

Volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 

RESULTS — QUANTITY DISSOLVED 


















TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


mass of test portion 
quantity of active ingredient 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[initials] 7/22/97 
FOURNIER 1001823 


Highly Confidential Subject to Protective Order 


121 


7/21/97 

LF178Ter Tablets 
Lot CQ197 - 160 mg 
0.025 M- 120 TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 

Water Weight of Water 

[See original for figures.] [See original for figures.] 

Tare 

Net 

Gross 

For a 0.025M medium 
[See original for figures.] 


FOURNIER 1001824 


Highly Confidential Subject to Protective Order 


122 

2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of 0.025M LSNa weighs 1001 .0 g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


Conditions 

Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/21/97 [initials] 7/21/97 

Speed: 120 TPM [initials] 7/21/97 [initials] 7/21/97 


[initials] 7/22/97 
FOURNIER 1001825 


Highly Confidential Subject to Protective Order 


123 

5. Reading 

on photospectrometer Gal 233 Chronometer GAL 122 

LF 178TER LOT C0197 LSNA 0.025M 120 TPM 

Lambda No. Value_E 

[See original for figures and text in English.] 

[illegible] Results 
page 127 


FOURNffiR 1001826 


Highly Confidential Subject to Protective Order 


124 

7/21/97 


LF178Ter Dissolution 
Lot RG 2395/01 -14 kg 
LSNa 0.025 M- 50 TPM 

1. Preparation of the Dissolution Medium 
See page 121. 

2. Filling of Dissolution Bowls Balance GAL 065 
1 liter of 0.025M LSNa weighs 1001.0 g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


FOURNIER 1001827 


Highly Confidential Subject to Protective Order 


4. Dissolution Conditions 
Dissolutest Sotax AT7 GAL 091 

Temperature: 37°C ± 0.5°C [initials] 7/18/97 [initials] 7/18/97 

Speed: 50 TPM [initials] 7/18/97 [initials] 7/18/97 

LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025 M 50 TPM 

[initials] 

Lambda No. Value_E 
[See original for figures.] 

5. Readings 

on photospectrometer Gal 233 
Chronometer GAL 124 


i 


FOURNDER 1001828 


Highly Confidential Subject to Protective Order 


Speed=50 TPM [initials] 7/21/97 [initials] 7/21/97 

LF 178 TER RG 2395/01 14 KG LSNA 0.025 M 50 TPM 

Lambda No. Value_E 
5. Reading [See original for figures.] 
Photospectrometer GAL 233 
Chronometer GAL 122 


[initials] 7/22 


FOURNIER 1001829 


Highly Confidential Subject to Protective Order 


126 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDin mg 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/21/97 

GAL 233 GAL 091 

290 nra 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot RG 2395/01 
14kgLSNa 0.025M 50 tpm 
LF178TERn2pI24 
[See original for file name.] 
LSNa 0.025 M 
50 TPM 


SAMP LE PREPAR ATION 


theoretical mass_ 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL r jCEUi L I CELL 3 1 CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL I 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 



* No significant impact on the results 


[initials] July 22,1997 

RESULTS — % DissfU .VET) 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard - 
deviation 

cv 

[See original for figures.] 


RESULTS 

- OUANTFTY nrcsni wn 

TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[initials] 7/22/97 
FOURNEER 1001830 


Highly Confidential Subject to Protective Order 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/21/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


127 


LF178TER IkRG 2395/01 
14 kg LSNa 0.025M 120 tpm 
LF178TERnip 121 
[See original for file name.] 
LSNa 0.025 M 
120 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 



RESULTS - 

-QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 

2 , 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


[initials] 7/22/97 
FOURNIER 1001831 


Highly Confidential Subject to Protective Order 


128 

7/21/97 

LF178Ter Dissolution 
Lot CQ197 - 160 mg 
0.05M-50TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 
WATER Weight of the Water 
[See original for figures.] 

Tare 

Net 

Gross 

Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa To Be Weighed for 0.05 M Medium 
[See original for figures.] 


[initials] 7/22/97 
FOURNIER 1001832 


Highly Confidential Subject to Protective Order 


2. Weight of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.05 M weighs 1002.0g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Conditions 
DissolutestGAL091 

Temp.= 37°C ± 0.5° [initials] 7/22/97 [initials] 7/22/97 

Speed= 50 TPM [initials] 7/22/97 [initials] 7/22/97 


FOURNIER 1001833 


Highly Confidential Subject to Protective Order 


130 

5. Reading 

Photospectrometer GAL 233 - Chronometer GAL 122 

LF 178 TER LOT C0197 LSNA 0.05M 50 TPM 

Lambda No. Value_E 

[See original for figures and text in English.] 


[initials] 7/22/97 


FOURNIER 1001834 


Highly Confidential Subject to Protective Order 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6797 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/22/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


131 


LF 178 TER lot RG 2395/01 
14 kg LSNa 0.025M 50 tpm 
LF178 TER n2p!28 
[See original for file name.] 
LSNa 0.05 M 
50 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


DISSOLUTION READINGS 

volume sampled in ml 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 j CELL 6 


[See original for figures.] 


Control 100 
mg/1 


[initials] 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS - 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


FOURNIER 1001835 


Highly Confidential Subject to Protective Order 


132 

7/22/97 

LF178Ter Dissolution 
Lot CQ197 - 160 me 
0.05M-75TPM 

1. Preparation of the Dissolution Medium 
See page 128. 

2. Weight of Dissolution Bowls Balance GAL 065 
1 liter of LSNa 0.05 M weighs 1002.0g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 

FOURNDER 1001836 


Highly Confidential Subject to Protective Order 


4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5° [initials] 7/22/97 [initials] 7/22/97 

Speed= 75 TPM [initials] 7/22/97 [initials] 7/22/97 


LF 178 TER LOT C0197 LSNA 0.05M 75 TPM 

[initials] 

Lambda No. Value_E 
[See original for figures.] 


5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 


[initials] 7/22/97 
FOURNIER 1001837 

Highly Confidential Subject to Protective Order 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/22/97 

GAL 233 GAL 091 

290 nm 

2 


134 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot C0197 LSNa 
0.025M 75 tpm 
LF178 TER n2p 132 
[See original for file name.] 
LSNa 0.05 M 
75 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
Quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 


ml 







[See original for figures.] 




RESULTS — °j 

h DISSOLVED 





TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS - 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 

[initials] 7/22/97 


FOURNIER 1001838 


Highly Confidential Subject to Protective Order 


135 

7/22/97 

LF178Ter 
Lot CO 197 - 160 me 
0.05M-90TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 
WATER 

[See original for figures.] 
Tare 
Net 
Gross 

Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa To Be Weighed for 0.05 M Medium 
[See original for figures.] 


FOURNTER 1001839 


Highly Confidential Subject to Protective Order 


136 

2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.05 M weighs 1002.0g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 

4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5° [initials] 7/23/97 [initials] 7/23/97 

Speed= 90 TPM [initials] 7/23/97 [initials] 7/23/97 


[initials] 7/23/97 
FOURNffiR 1001840 


Highly Confidential Subject to Protective Order 


5. Reading 

Photospectrometer GAL 233 - Chronometer GAL 122 
LF 178 TER LOT C0197 LSNA 0.05M 90 TPM 
Lambda No. ValueJB 
[See original for figures.] 


FOURNIER 1001841 


Highly Confidential Subject to Protective Order 


138 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


d. lecrit 

07/23/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO- 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot C0197 LSNa 
0.05M 90 tpm 
LF178 TER n2pl35 
[See original for file name.] 
LSNa 0.05 M 
90 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL6~ 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS — QUANTITY DISSOLVED 





TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time ti me 


FOURNBER 1001842 


Highly Confidential Subject to Protective Order 


139 

7/23/97 

LF178Ter Dissolution 
Lot RG2395/01 - 14 kg 
0.05M-50TPM 

1. Preparation of the Dissolution Medium 
See page 135 

2. Filling of the Dissolution Bowls Balance GAL 065 
1 liter of LSNa 0.05 M weighs 1002.0g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 

FOURNIER 1001843 


Highly Confidential Subject to Protective Order 
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4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5° [initials] 7/23/97 [initials] 7/23/97 

Speed= 50 TPM [initials] 7/23/97 [initials] 7/23/97 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.05M 50 TPM 

Lambda No. Value_E 
[See original for figures.] 

Photospectrometer GAL 233 
Chronometer GAL 122 


[initials] 7/24/97 


FOURNffiR 1001844 
Highly Confidential Subject to Protective Order 
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DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/23/97 

GAL 233 GAL 091 
290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot RG 2395/01 
14 kg LSNa 0.05M 50 tpm 
LF178 TERn2pl39 
[See original for file name.] 
LSNa 0.05 M 
50 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 1 CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS- 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


FOURNEER 1001845 


Highly Confidential Subject to Protective Order 
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7/23/97 

Lipidil Micro 200 
Lot 97 Canada 
LSNa 0.1M-90TPM 

1 . Preparation of the Dissolution Medium Balance GAL 070 
WATER 

[See original for figures.] 
Tare 
Net 
Gross 

Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa To Be Weighed for 0. 1 M Medium 
[See original for figures.] 


[initials] 7/24/97 
FOURNIER 1001846 


Highly Confidential Subject to Protective Order 
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2. Filling of Dissolution Bowls Balance GAL 070 

1 liter of LSNa 0.1 M weighs 1004.0g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Capsules Balance GAL 205 
[See original for figures.] 


4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5° [initials] 7/24/97 [initials] 7/24/97 

Speed= 90 TPM [initials] 7/24/97 [initials] 7/24/97 


[initials] 7/24/97 
FOURNTER 1001847 


Highly Confidential Subject to Protective Order 
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5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 

LIPIDIL MICRO CAPSULES LOT 49 CANADA LSNA 0.1M 90 TPM 

Lambda No. Value_E 
[See original for figures.] 


[illegible initials and date] 


FOURNIER 1001848 


Highly Confidential Subject to Protective Order 
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CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


D. LECRIT 
07/24/97 

GAL 233 GAL 091 

290 nm 

2 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


lipidil Capsules Micro Lot 49 
CanadaLSNa 0.1M 90 tpm 
LF178 TERn2pl42 
[See original for file name.] 
LSNa 0.1 M 
90 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


DISSOLUTION READINGS 

volume sampled in ml 


CELL 1 | CELL 2 [ CELL 3 | CELL 4 [ CELLS | CELL6~ 


[See original for figures.] 


Control 100 
mg/1 


[initials] 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 



RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 




RESULTS — QUANTITY DISSOLVED 





TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


FOURNIER 1001849 


Highly Confidential Subject to Protective Order 
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7/24/97 

LF178Ter Dissolution 
Lot CO197-160mg 
0.1 M-50TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 
See page 142. 

2. Filling of Dissolution Bowls Balance GAL 065 
1 liter of LSNa 0.1 M weighs 1004.0g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 

FOURNIER 1001850 


Highly Confidential Subject to Protective Order 


4. Conditions 
Dissolutest GAL 091 

Temp = 37°C ± 0.5° [initials] 7/24/97 [initials] 7/24/97 

Speed= 50 TPM [initials] 7/24/97 [initials] 7/24/97 

5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 


LF 178 TER LOT C0197 LSNA 0.1M 50 TPM 

Lambda No. Value_E 

[See original for figures and text in English.] 


FOURNIER 1001851 


Highly Confidential Subject to Protective Order 


148 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


d. lecrit 

07/24/97 

GAL 233 GAL 091 
290 nm 

2 


[initials] 
DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot C0197 LSNa 
0.1 M 50 tpm 
LF178 TER n2 p 1 46 
[See original for file name.] 
LSNa 0.1 M 
50 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 1 CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures ] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS — 

- OUANTTTY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


FOURNDER 1001852 


Highly Confidential Subject to Protective Order 


7/24/97 

LF178Ter Dissolution 
Lot CO197-160 mg 
0.1M-75TPM 

1. Preparation of the Dissolution Medium Balance GAL [illegible] 
Weight of the Water 

WATER 

[See original for figures.] 
Tare 


Net 
Gross 


Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa To Be Weighed for 0.1 M Medium 
[See original for figures.] 


FOURNffiR 1001853 


Highly Confidential Subject to Protective Order 
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2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.1 M weighs 1004.0g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Conditions 
DissolutestGAL091 

Temp.= 37°C ± 0.5° [initials] 7/25/97 [initials] 7/25/97 

Speed= 75 TPM [initials] 7/25/97 [initials] 7/25/97 


FOURNIER 1001854 


Highly Confidential Subject to Protective Order 


5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 

LF 178 TER LOT C0197 LSNA 0.1M 75 TPM 

Lambda No. ValueJE 
[See original for figures.] 


FOURNDER 1001855 


Highly Confidential Subject to Protective Order 


152 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


[initials] 


CONDITIONS AND OPERATING PROCEDURES 


OPERATOR 
DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


D. LECRIT 
07/25/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot C0197 LSNa 
0.1M75 tpm 
LF178 TER n2p 149 
[See original for file name.] 
LSNa 0.1 M 
75 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 [ CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS - 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


FOURNIER 1001856 


Highly Confidential Subject to Protective Order 
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7/28/97 

LF178Ter Dissolution 
Lot CO197-160mg 
0.1-120TPM 

Pagination error. See 1 st page. 

[initials] 

[Original entry crossed out and initialed.] 

1 . Preparation of the Dissolution Medium Balance GAL 065 
WATER Weight of the Water 
[See original for figures.] 

Tare 

Net 

Gross 

Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa for 0. 1 M Medium 
[See original for figures.] 


FOURNIER 1001857 


Highly Confidential Subject to Protective Order 
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2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.1 M weighs 1004.0g 
[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5° [initials] 7/28/97 [initials] 7/28/97 

Speed= 120 TPM [initials] 7/28/97 [initials] 7/28/97 


FOURNIER 1001858 


Highly Confidential Subject to Protective Order 
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5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 1 22 

LF 178 TER LOT C0197 LSNA 0.1M 120 TPM 

[initials] 

Lambda No. Value_E 
[See original for figures.] 


FOURNEER 1001859 


Highly Confidential Subject to Protective Order 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/28/97 

GAL 233 GAL 091 

290 nm 

2 


155 

DISSOLUTION 

[See origiDal for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot C0197 LSNa 

0.1M120tpm 

LF178 TERn2pl52 

[See original for file name J 

LSNa 0.1 M 

120TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in rag 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 [ CELL 3 [ CELL 4 | CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS - 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


FOURNDER 1001860 


Highly Confidential Subject to Protective Order 


7/28/97 


LF178Ter Dissolution 
Lot RG 2395/01 - 14 kg 
0.1M-50TPM 


1- Preparation of the Dissolution Medium 
See page 152. 

2. Weight of Dissolution Bowls Balance GAL 065 

[See original for figures.] 
Tare 
Net 
Gross 

1 liter of LSNa 0.1M weighs 1004.0 g. 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


FOURNIER 1001861 


Highly Confidential Subject to Protective Order 
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4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5 [initials] 7/28/97 [initials] 7/28/97 

Speed= 50 TPM [initials] 7/28/97 [initials] 7/28/97 

LFTER LOT RG 2395/01 14 KG LSNA 0.1M 50 TPM 


Lambda No. Valiie_E 
[See original for figures.] 


FOURNIER 1001862 


Highly Confidential Subject to Protective Order 
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CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/28/97 

GAL 233 GAL 091 

290 nm 

2 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO- 
FILE 
ELUANT 
AGITATION 


LF 178 TER lot RG 2395/01 
14 kg LSNa 0.1M50 tpm 
LF178TERn2pI56 
[See original for file name.] 
LSNa 0.1 M 
50 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 [ CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 



RESULTS - 

- OUANTTTY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 

2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


FOURNffiR 1001863 


Highly Confidential Subject to Protective Order 
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7/28/97 

LF178Ter Dissolution 
RG 2395/01 - 14 kg 
LSNa0.05M-75TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 
WATER Weight of the Water 
[See original for figures.] 

Tare 

Net 

Gross 

Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa To Be Weighed for 0.05 M Medium 
[See original for figures.] 


FOURNIER 1001864 


Highly Confidential Subject to Protective Order 


2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.05 M weighs 1002.0g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Conditions 
DissolutestGAL091 

Temp.= 37°C ± 0.5° [initials] 7/28/97 [initials] 7/28/97 

Speed= 75 TPM [initials] 7/28/97 [initials] 7/28/97 


FOURNIER 1001865 


Highly Confidential Subject to Protective Order 
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5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 

LF 178 TER LOT RG 2395/01 14 KG LSNA 0.05M 75 1PM 

[initials] 

Lambda No. Value_E 
[See original for figures.] 


FOURNIER 1001866 


Highly Confidential Subject to Protective Order 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/29/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


162 


LF178 TER IotRG 2395/01 
HkgLSNa 0.05M 75 tpm 
LF178 TER n2pl59 
[See original for file name.] 
LSNa 0.05 M 
75 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELLS | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


[initials] 


DISSOLUTION READINGS 


volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard . 
deviation 

CV 

[See original for figures.] 


RESULTS — QUANTITY DISSOLVED 



TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved quantity dissolved 

[See original for graph.] [See original for graph.] 

time time 


FOURNBER 1001867 


Highly Confidential Subject to Protective Order 
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7/29/97 

LF178Ter Dissolution > 
Lot RG 2395/01 -14 kg 
LSNa0.05M-90TPM 

1. Preparation of the Dissolution Medium 
See page 159. 

2. Filling of Dissolution Bowls Balance GAL 065 
1 liter of LSNa 0.05 M weighs 1002.0g 

[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


FOURNBER 1001868 


Highly Confidential Subject to Protective Order 


4. Conditions 
Dissolutest GAL 091 

Temp = 37°C ± 0.5° [initials] 7/29/97 [initials] 7/29/97 

Speed= 90 TPM [initials] 7/29/97 [initials] 7/29/97 


LF 178 TER LOT RG 2395/01 14 KG LSNA 0.05M 90 TPM 

Lambda No. Value_E 
[See original for figures.] 


5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 


FOURNIER 1001869 


Highly Confidential Subject to Protective Order 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/29/97 

GAL 233 GAL 091 
290 am 

2 


165 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF 178 TER lotRG 2395/01 
14kgLSNa 0.05M90tpm 
LF178TERn2pl63 
[See original for file name.) 
LSNa 0.05 M 
90TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 [ CELL 3 | CELL 4 | CELL 5 [ CELL 6 


[See original for figures.] 


Control 100 
mg/1 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 
ml 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 

[See original for figures.] 


RESULTS — % DISSOLVED 


TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 



RESULTS - 

- QUANTITY DISSOLVED 














TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

cv 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


FOURNIER 1001870 


Highly Confidential Subject to Protective Order 


166 


7/29/97 

LF178Ter Dissolution 
Lot TG 192 - 18 kg 
LSNa 0.025 M- 75 TPM 

1. Preparation of the Dissolution Medium Balance GAL 065 
WATER Weight of the Water 
[See original for figures.] 

Tare 

Net 

Gross 

Amount of Water Weighed 
[See original for figures.] 

Amount of LSNa To Be Weighed for 0.025 M Medium 
[See original for figures.] 


FOURNIER 1001871 


Highly Confidential Subject to Protective Order 
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2. Filling of Dissolution Bowls Balance GAL 065 

1 liter of LSNa 0.025 M weighs 1001 .0g 
[See original for figures.] 

Tare 

Net 

Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


4. Conditions 
Dissolutest GAL 091 

Temp .= 37°C ± 0.5° [initials] 7/30/97 [initials] 7/30/97 

Speed= 75 TPM [initials] 7/30/97 [initials] 7/30/97 


FOURNTER 1001872 


Highly Confidential Subject to Protective Order 
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5. Reading 
Photospectrometer GAL 233 
Chronometer GAL 122 

LF 178 TER LOT TG 192 18 KG LSNA 0.025M 75 TPM 

[initials] 

Lambda No. Value_E 
[See original for figures.] 


FOURNIER 1001873 


Highly Confidential Subject to Protective Order 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


07/30/97 

GAL 233 GAL 091 

290 dib 

2 


169 

DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 


LF178TER lotTG 192 18 kg 
LSNa 0.025M 75 tpm 
LF178TERn2pl66 
[See original for file name.] 
LSNa 0.025 M 
75 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELLS | CELL 6~ 


[See original for figures.] 


Control 100 
mg/I 


DISSOLUTION READINGS 

volume sampled in ml 


TIME POINT 

volume in 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELL 5 

CELL 6 


ml 







[See original for figures.] 




RESULTS — *3 

h DISSOLVED 





TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


RESULTS — QUANTITY DISSOLVED 



TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


FOURNIER 1001874 


Highly Confidential Subject to Protective Order 


170 


7/30/97 

LF178Ter Dissolution 
Lot RG 2395/01 - 14 kg 
LSNa 0.025- 120 TPM 

1. Preparation of the Dissolution Medium 
See page 166. 

2. Filling of Dissolution Bowls Balance GAL 065 
1 liter of LSNa 0.025 M weighs lOOLOg 

[See original for figures.] 
Tare 
Net 
Gross 


3. Weight of Tablets Balance GAL 205 
[See original for figures.] 


FOURNIER 1001875 


Highly Confidential Subject to Protective Order 
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4. Conditions 
Dissolutest GAL 091 

Temp.= 37°C ± 0.5° [initials] 7/30/97 [initials] 7/30/97 

Speed= 120 TPM [initials] 7/30/97 [initials] 7/30/97 

LF 178 TER LOT RG 2395/01 14 KG LSNA 0.025M 120 TPM 

[initials] 

Lambda No. Value_E 
[See original for figures.] 

Reading 

Photospectrometer GAL 233 
Chronometer GAL 122 


FOURNIER 1001876 


Highly Confidential Subject to Protective Order 


[FOURNIER 1001877 is a duplicate of FOURNIER 1001876 and shows the table in 
greater detail.] 


FOURNIER 1001877 
Highly Confidential Subject to Protective Order 


CONDITIONS AND OPERATING PROCEDURES 
OPERATOR D. LECRIT 


DATE 

APPARATUS 
WAVELENGTH 
TANK in mm 


DISSOLUTION 

[See original for file name.] 
version dated: 2/6/97 


07/30/97 

GAL 233 GAL 091 

290 nm 

2 


TITLE 

NOTEBOOK NO. 
FILE 
ELUANT 
AGITATION 
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LF 178 TER lot RG 2395/01 
14 kg LSNa 0.025M 120 tpm 
LF178TERn2pl70 
[See original for file name.] 
LSNa 0.025 M 
75 TPM 


SAMPLE PREPARATION 


theoretical mass 

[See original 

theoretical dose 

for figures.] 


in mg 


mass of test portion 
quantity of active ingredient 


DISSOLUTION READINGS 

volume sampled in ml 


CELL 1 | CELL 2 | CELL 3 | CELL 4 | CELL 5 | CELL 6 


[See original for figures.] 


Control 100 
mg/1 


[initials] 


TIME POINT 

volume in 

CELL 1 

CELL 2 

CELL 3 

CELL 4 

CELLS 

CELL 6 


ml 







[See original for figures.] 




RESULTS — c > 

h DISSOLVED 





TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 

3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

fSee original for figures. 1 




RESULTS - 

- QUANTITY DISSOLVED 















TIME POINT 

MEAN 

CELL 
1 

CELL 
2 

CELL 
3 

CELL 
4 

CELL 
5 

CELL 6 

standard 
deviation 

CV 

[See original for figures.] 


% dissolved 
[See original for graph.] 
time 


quantity dissolved 
[See original for graph.] 
time 


FOURNIER 1001878 


Highly Confidential Subject to Protective Order 


[This page is crossed out.] 
[initials] 7/30/97 


FOURNIER 1001879 
Highly Confidential Subject to Protective Order 


[This page is crossed out.] 
[initials] 7/30/97 


FOURNIER 1001880 


Highly Confidential Subject to Protective Order 
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[This page is crossed out.] 
[initials] 7/30/97 


FOURNIER 1001881 


Highly Confidential Subject to Protective Order 
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[This page is crossed out.] 
[initials] 7/30/97 
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[This page is crossed out.] 
[initials] 7/30/97 
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Page 

Date 

Title 

[See original for 

07/03/97 

[See original for figures, except for line 

figures.] 

07/08/97 

12, which reads as follows:] 


07/09/97 



07/18/97 



07/18/97 



07/21/97 



07/21/97 



07/21/97 



07/22/97 



07/22/97 



07/23/97 



07/23/97 

Dissolution Lipidil Capsule Lot 49 



Canada LSNa 0.1-90 TPM 


07/24/97 



07/24/97 



07/28/97 



07/28/97 



07/28/97 



07/29/97 



07/29/97 



07/30/97 



FOURNDER 1001884 
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Page 

Date 

Subject 

I^OCC UUglUal iXJl 

OS/1 5/97 

T^iQ^nlntinn nf T inidil 900 f ancnlpQ- T nt 

figures.] 


37 Canada 0.025M/ 75 


05/16/97 

Lipidil 200 Capsules - Lot 39 Canada 



0.025M/75 


05/16/97 

Lipidil 200 Capsules - Lot 40 Canada 



0.025 M/75 TPM 


06/03/97 

[See original for figures.] 


06/03/97 






06/09/97 



06/10/97 



06/11/97 



06/12/97 



06/12/97 



06/13/97 

Idem p. 41 - [illegible] with and without 



filtration 


7/07 

rCpo rtfiotniil fnt" fieri iri^c 1 
|_OCC UIlHillai L\Jl lltiUlCo.J 


06/17/97 



fifi/ 1 8/Q7 



06/18/97 



06/19/97 



06/19/97 



06/20/97 



06/24/97 



06/24/97 

Dissolution Lot 158 tablets 0.025 75 TPM 


06/25/97 



06/27/97 



06/30/97 



07/01/97 



07/01/97 



07/03/97 



FOURNBER 1001885 


Highly Confidential Subject to Protective Order 


[illegible] Patrick Nourissat, notary and member of [illegible], Patrick Nourissat, Didier 
Nourissat and Hugues Misserey, holder of a notary post headquartered at Duon, 25 rue 
Buffon. 

IN WITNESS WHEREOF having attending the adjournment of this document 
comprising 179 pages, duly reviewed and paraphrased on the last page and to be stored in 
the a[initials]hives of formulations of medicines for Laboratoires Fournier, at Centre de 
Biogalenique, 42 rue de Longvic in Chenove. 

WITH THE SEAL OF OFFICE DULY AFFIXED 

IN DUON 

ON JUNE 10, 2002 

[seal] 


FOURNIER 1001886 


Highly Confidential Subject to Protective Order 


Exhibit S 


^iFOURNIER 
rj PHARJAA 


IABORATOIRBS POURHIBR SA 

Quality Assurance Department 
Rue des pr6s Potets 
21121 Fontaine lea Dijon 
FRANCS 


ANALYSIS CERTIFICATE 


PR0DUCT LIPANTIL MICRO.H.200 KG. 2 8 GBL.MV.GB 

BATCH HO s 71686 

DATS OP KAHUFACTURIKG 7/03/02 

EXPIRY DATE : July 2005 

SPECIFICATION t 06-50250/3 


TESTS 

sxzss 

Characteristics 

Average mass 
Mass unifornity 


Disintegration time 
Dissolution after 20 rain 
Dissolution after 40 min 
Identification of fenofibrate 


Assay of fenofibrate 

Impurity A 

Impurity B 

Itapurity C 

It&purity D 

Impurity E 

Impurity F 

Impurity G 

Unknown impurities 

Total of impurities 

Microbiologic {Ph. Eur.) 

Bacteria 

Fungi 

Escherichia coli 


SPECIFICATIONS 

Opaque, orange capsule, size 1 

containing a whitish powder 

350.0 mg ♦/- 5 I 

Complies with the requirements 

of European Pharmacopoeia 

(1:7.5) 

<or* IS min 

75.0 to 95.0 t 

>or* 90.01 

Retention time of the main 
peak Identical with that of 
the reference 

190. to 210.0 mg per capsule 

<or- 0.05 I 

<or= 0.05 t 

<or= 0.05 I 

<or* 0.05 I 

<or* 0.10 I 

<or= 0.05 I 

<or* 0.20 I 

<or* 0.051 each 

<or= 0.40 I 

Periodic control 

<or» 1000 /g 

<or* 100 /g 

Absence in lg 


RESULTS 

XSSS8SH 

Complies 

357.6 mg 
Complies 


9.5 min 
* 97.2 I 
102.1 I 
Complies 


200.5 mg 


> a 


Non/No 



CONCLUSION : Complies 


QUALITY ASSURANCE MAHAG8B 

s=SS3Jb3SSSS3II1SS3SB3IU 


Micheline ROUSSEAU 


DATE 
8/05/02 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029743 


Laboratoires Fourmcr SA. • Rue des Pros Potets • 21 121 Fontaine-tes-Dijon 

Tel. 05 80 44 78 00 - fax 01 80 44 78 1H 

Liborjtnircs ftmmier SA - Sif-Rp Serial 42, rue de longvk; - 2130(1 ChonAve • Fwncc 
S.A. ju Gipibl ck* 18 O.VS 2% tun* - RCS Dijon 6 31 1 5% h7Q - TVA FR 52 ill 5% 670 


^jFOlfkNIER 

rj PHA\MA 


LAB0RAT0IR3S FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine Lea Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT . . : STEARATE D£ MG ORIGINE VEGETALE FE 

SUPPLIER . . . : QUIMDIS 

SUPPLIER BATCH : 205848 . . 

PRODUCT CODE . . .: 601201 INTERNAL BATCH N° : 65747 

EXPIRY DATE : 6/12/05 DATE OF RECEIPT : 6/12/02 

SPECIFICATION ; 01-00004/9 

TESTS SPECIFICATIONS RESULTS 


Characters A white, very fine, light Conplies 

powder, greasy to the touch 

Solubility Practically insoluble in water Complies 

and in ethanol 

Identification C: GC Retention times of stearic and Complies 

palmitic acids identical to 
the reference solution 

Identification D : magnesium Positive reaction of magnesium Complies 

Acidity ou alcalinity <or= 0.5ml HC1 (0.01M) or Na'Ofi Complies 

{0.01H) 

Chlorides <or* 0.1 % Complies 

Sulphates <or= 0.5 % Complies 

Cadmium <cr= 3 ppm Complies 

bead <or= 10 ppm Complies. 

Uickel <ot- 5 ppm Complies 

Loss on drying <cr= 6.0 % 4.8 % 

Assay of magnesium 4.0 to 5.0 % 4.9 % 

(calculated on the dried basis) 

Stearic acid >or= 40.0 % 66,5 % 

Sum of stearic acide and palmitic acid >cr= 90.0 % 99.3 % 

Total viable aerobic count <or* 1 000 /g 4 /g 

Escherichia coli Absence in 1 g Complies 


CONCLUSION : Complies 


QUALITY ASIURAKCE MANAGER 



Michaiir.tfs ROUSSEAU 


DATS 
6/27/02 


I. *BO*ATOtRF 


J 


FOURNIER 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029920 


Laboratotres Foumier S.A. - Rue des Pres Potcts - 211 21 Fontaine*le$-Dijon 

Ul 03 80 44 78 00 - Fox 03 80 44 78 .36 

Laboratotres Foumier S.A. - Siege Socid! - -12, rue de Longvic - 21 300 Chenove - France 
SA au Capital de 13 OB 296 euros - RCS Dijon 8 31 1 596 670 - TVA FR 52 31 1 5% 670 


Exhibit P 


^IFOURNIER 

rj pha\ma 


LABORATOIRES FOURNIBR SA 

Quality A8.ur.nce Department M»LYSI8 CBMIPICATE 
Rue des Pres Potets 
21121 Pontaine les Dijon 
FIANCE 

raQD0Ct : LIPABTIL MICRO.M.67 HG.90 GEL.MV.GB 

BATCH H' 68128 

DATS OF HAHUFACTURIHG 9/13/01 

EXPIRY DATE •• Septenber 2004 

SPECIFICATION »• : 06-50251/1 

„«.««.»---«-.-.------•«»••■•-■■■■■-"■■---■"■—"•■""""■■■"■■■""""■"" 

jg^S SPECIFICATIONS MS0LTS 

Characteristics Opaque, Y*^ « «»* litt 

containing a whitish powder 

Content average naes 1U.5 to 123.0 «5 JM-J* 

*ss uniformity Coopliea with the reqaire^nta Co-pliea 

of the BP (♦/- 10*) 

Diaintegration ti«e <«- " J» J*" 

Dissolution after 20 -in 75.0 to 95.0 » J4.0 

Dissolution after 40 min »or- 90.01 »•» J 

Identification of fenof ibrate Retention tioe of the am Oonplies 

peak identical with that of 

the reference 

Assay of i^ities " « to "3 J 9 

!*^-S r . <or» 0 05 * 0.00 * 

Impurity B <OT * * . M . 

I«purity C «*= • ° fl 

Tmmritv O ««= 0.05 * * 

lm *y I <or> 0 10 I 0.01 I 

Iraurxty E <or " «- i0 * . 

iSurity P ««■ J 

Irourity 0 <or " 020 1 

UnLown i«puritiea <or» 0.051 each M0 I 

Total i.purities «**0.40 I J^SI 

Hicrobiologie (Ph. Bur.) Periodic control Hon/Bo 

Bacteria «*' 1000 /« 

Fungi < or= lM /9 

Escherichia coli «»«> ce ln *8 

This batch haa been released by the Qualified Peraon in accordance with the current European GKP-requireaenta 


COHCLUSION : Complies 


QUALITY ASSURAHCK MANAGES 


Micholine ROUSSEAU 



Date 

SS3S 

12/18/01 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029742 

Uboratoircs Foumicr SA • Rue des Ms PWete - 21121 fontaine-le*.Dijon 
Tel OS HO 44 78 (X) - F.ix 01 BO 44 78 18 

tabuwloirc* Fournier SA - Sickv Social ■ 42. rue dc lonftvit - 2 1 JUO CheniW fume 
S A. .iu Cipiul de 18 0*5 2<>h euros - RCS Dijon B 11 1 5% 670 - TVA FR *2 31 1 Wb 070 


tpiFOdkNIER 

rj pha\ma 


LABORATOIRBS FOURHIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : MAGNESIUM STEARATE 

SUPPLIER : FACI / QUARRECHIM 

SUPPLIER BATCH : MGS10147 

PRODUCT CODE : 402595 

EXPIRY DATE : 7/09/04 

SPECIFICATION : 01-00004/9 


INTERNAL BATCH N° : 635B1 
DATE OF RECEIPT : 7/09/01 


TESTS 

Characters 

Solubility 

Identification C: GC 


Identification D : magnesium 
Acidity ou alcalinity 

Chlorides 

Sulphates 

Cadmium 

Lead 

Nickel 

Loss on drying 
Assay of magnesium 
(calculated on the dried basis) 
Stearic acid 

Sum of stearic acide and palmitic acid 
Total viable aerobic count 
Escherichia coli 


SPECIFICATIONS RESULTS 

A white, very fine, light Complies 
powder, greasy to the touch 

Practically insoluble in water Complies 
and in ethanol 

Retention times of stearic and Complies 

palmitic acids identical to 

the reference solution 

Positive reaction of magnesium Complies 

<or= 0.5ml HCl (0.01M) or NaOH Complies 

(0.01K) 

<or= 0,1 % Complies 

<or= 0>5 % Complies 

<or= 3 ppm Complies 

<or= 10 ppm Complies 

<or= 5 ppm Complies 

<or= 6.0 % 2.6 % 

4.0 to 5.0 % 4.7 % 

>or= 40.0 % 65.4 % 

>or= SO.O i 94.0 % 

<or= j 000 /g 4 /g 

Absence in 1 g Complies 


CONCLUSION ; Complies 


QUALITY ASSURANCE MANAGER 



DATE 
8/06/01 


\ i A » O W A T Q I R t S | 


FOURNIER 


FOURMER 0029922 

Highly Confidential- 

Subject to Protective Order 


laboratoires Fournier S.A* - Rue des Pres Pdtefc -21121 fontaine-les-Dijon 
Tel. 03 80 44 78 TO - Fax 03 80 44 78 38 

UlxxMoires Rturnier 5 A - Siege Stxfa! - 42, rue 6c Longvic - 2U00 Gumove - France 
S,A. au Capital de 16 035 2% wros - RCS Dijon 8 311 596 670 . fVA FR 52 31 1 5% 670 


Exhibit H 


^FOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA 

Quality Assurance Department ANALYSIS CERTIFICATE 

Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


PRODUCT : LIPIDIL.M.67 MG.1000 GEL.VRC.CA 

BATCH NO : 76 

DATE OF MANUFACTURING 9/29/97 

EXPIRY DATE . . September 2000 

SPECIFICATION No : 06-50240/1 


TESTS 


Capsules characteristics 
Identification of fenofibrate (HPLC) 


Average mass 

Disintegration time 

Mass uniformity 

Dissolution 

Total bacterial count 

Escherichia coli 

Assay of fenofibrate 


SPECIFICATIONS RESULTS 

Opaque , yellow capsule , size 4 Complies 

containing a whitish powder 

Retention time of the main Complies 

peak identical with that of 

the reference 

111.5 to 123.0 mg 118.6 rag 

<or= 15 min 5.5 min 
Complies with USP requirements Complies 

Q40 minutes = 90 % 100.66 % 

<or= 1 000 /g 20 /g 

Absence in 10 g Complies 

63.6 to 70.4 mg per capsule 66.1 mg/cap 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 

=2=:=s;s:sssssssss»s=s== 



DATE 
10/27/97 


Micheline ROUSSEAU 


FOURNIER 1005219 

Highly Confidential 
Subject to 
Protective Order 


t»8QWATOlgt*| 


FOURNIER 


Laboratoires Fourmer SA. - Rue des Pres Potets - 21 121 Fontaine-Ies-Dijon 
Tel 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Sifcge Social • 42 rue de Longvic - 21300 Ghendve - France 
SA au Capita! de 18 035 296 euros - RCS Dijon B 311 596 670 - TVA FR 52 311 596 670 


^jFOURNIER 
rJ PHA\MA 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAW MATERIAL 


ANALYSIS CERTIFICATE 


=======:=rs55=========s====== 


:;;:ss:s::se:sssssss:ssse= 


:========= 


PRODUCT : MAGNESIUM STEARATE 

SUPPLIER : QUARRE MARCEL ET CIE 

SUPPLIER BATCH : MGS60519 

PRODUCT CODE : 402597 INTERNAL BATCH N° 

EXPIRY DATE : 11/16/98 DATE OF RECEIPT 

SPECIFICATION : 01-00161/4 


46673 
5/16/97 


TESTS 

Characteristics 
Solubility 

Identification A 

Identification B : GC 

Acidity or alcalinity 

Chloride 

Sulfate 

Lead 

Loss on drying 
Total bacterial count 
Yeasts and molds 
Salmonella species 
Escherichia coli 

Relative content of stearic acid 

Relative content of stearic acid and 

palmitic acid 

OVI : Methylene chloride 

OVI : Chloroform 

OVI : Benzene 

OVI : Trichloroethylene 

OVI : 1,4 Dioxane 

Assay (expressed in magnesium) 


SPECIFICATIONS RESULTS 

White ,fine , bulky powder Complies 
Insoluble in water, in alcohol Complies 
and ether 

Responds to the test for Complies 
magnesium 

Retention times of stearic and Complies 

palmitic acids identical to 

the reference solution 

<or= 0.05 ml 0.1N HC1 or Complies 

0,1N NaOH 

<or= 0.11 Complies 

<or= 1.0% Complies 

<or= 0,0014 Complies 

<or= 6.0 % 3.0 % 

<or- 1 000/g 4 /g 

<or= 500/g 4 /g 

Absence in lOg Complies 

Absence in lOg Complies 

>or= 40 * 69 % 

>or= 90 I 95 4 

<or= 500 ppm f 
<or= 50 ppm 
<or= 100 ppm 
<or= 100 ppm 
<or= 100 ppm 
4.0 to 5.0 4 (calculated 
on the dried basis) 


4.6 4 


CONCLUSION : Complies 


CE MANAGER 



hefins ROUSSEAU 


DATE 


6/05/97 


FOURNIER 1005220 

Highly Confidential 
Subject to 
Protective Order 


iratoires Foumier S-A. - Rue des Pres Potets - 21 1 21 Fontaine-les-Dijon 
Tel. 03 50 44 78 00 - Fax 03 60 44 78 38 

Laboratoires Foumier SA. - Siege Social - 42 rue de longvic - 21300 Chendve - France 
SA au Capital de 1 8 035 296 euros * RCS Dijon 8 31 1 596 670 - TVA FR 52 311 596 670 


^jFOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine lee Dijon ANALYSIS CERTIFICATE 

FRANCE 

PRODUCT : LACTOSE EFC 

SUPPLIER : SPCI 

SUPPLIER BATCH : 032/717 

PRODUCT CODE : 402552 INTERNAL BATCH N° : 47057 

EXPIRY DATE : 12/10/98 DATE OF RECEIPT : 6/10/97 

SPECIFICATION : 01-00011/8 


TESTS 

Characteristic 
Solubility 


Identification A ; IR spectrum 
Appearance of solution 
Acidity or alcalinity 


Specific rotatory power 

Absorbance at 400 run 

Absorbance from 210 to 220 nm 

Absorbance from 270 to 300 nm 

Heavy metals 

Water content 

Sulphated ash 

Loss on drying 

Total viable microorganisms 

Escherichia coli 

Organic volatil control (USP XXIII) 
Organic volatil impurity : benzen 
Organic volatil impurity 
Organic volatil impurity 
Organic volatil impurity 
chloride 

Organic volatil impurity 
len 


chloroform 
1,4 dioxan 
methylen 


SPECIFICATIONS 

White to off-white crystalline 

powder, odourless 

Freely through' slowly soluble 

in water, practically 

insoluble in alcohol 

Conform to standard 

Clear, odourless 

Colourless with 

phenolphtaleine ( maximum 

0.4 ml NaOH 0-1N) 

54.4 to 55.9 6 

<or= 0.04 

<or= 0.25 

<or= 0.07 

<or= 5 ppra 

4,5 to 5.5 * 

<or= 0.1 % 

<or= 0.5 I 

<or= 100 /g 

Absence in lg 

Periodic control 

<or= 100 ppm 

<or= 50 ppm 

<or= 100 ppm 

<or= 500 ppm 


trichloroethy <or= 100 ppm 


RESULTS 

Complies 

Complies 


Complies 
Complies 
Complies 


55.3 0 
Complies 
Complies 
Complies 
Complies 
5.0 t 
0.0 I 
0.1 * 
4 /g 

Complies 

Oui/Yes 

Complies 

Complies 

Complies 

Complies 

Complies 


CONCLUSION : Complies 


ICE MANAGER 



DATE 


Micheiine ROUSSEAU 9/03/97 


FOURNIER 1005221 

Highly Confidential 
Subject to 
Protective Order 


Laboratoires Foumier SA. - Rue des Pr& Potets - 21 121 fbntaine-le$-Dtjon 
Tel. 03 80 44 78 OO - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longvic - 21 300 Chendve - France 
SA au Capital de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


ttFOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : PREGELATINIZED STARCH 

SUPPLIER . . : GAZECHIM 

SUPPLIER BATCH : E9076 

PRODUCT CODE : 402103 INTERNAL BATCH N° : 47875 

EXPIRY DATE : 1/22/99 DATE OF RECEIPT : 7/22/97 

SPECIFICATION : 01-00160/6 


TESTS SPECIFICATIONS RESULTS 


Description 
Solubility 

Identification by iodine 

Salmonellas species 
Escherichia coli 
PH 

Loss on drying 
Residue on ignition 
Iron 

Oxidizing substances 
Sulfur dioxide 


Moderately coarse to fine, Complies 

white to offvhite powder 

Slighty soluble to soluble in Complies 

cold water ; insoluble in 

alcohol 

Reddish violet to deep blue Complies 
color 

Absence in lOg Complies 

Absence in lOg Complies 

4,5 to 7.0 6.1 

<or= 14.0 * 6.6 % 

<or= 0.5 * 0.3 % 

<or= 0.002* Complies 

No distinct blue, brown or Complies 
purple color 

<or= 0.008% Complies 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 

;s:s3ssss ss 


::sss:ssss:s:s 


DATE 

s::: 

8/27/97 


Micheiine ROUSSEAU 


FOURNIER 1005222 


Highly Confidential 
Subject to 
Protective Order 


l t A I Q « 


FOURNIER 


Laboratoires Foumier SA. - Rue des Pres Potets - 21121 Fontaine-les-Dijon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Foamier SA - Siege Social ■ 42 rue de Longvic - 21300 Chenove - France 
S.A. au Capital de 18 035 296 euros - RCS Dijon 8 31 1 596 670 - TVA FR 52 3 1 1 596 670 


^FOURNIER 
rj PHA\MA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : YELLOW CAPSULES , SIZE N°4 

SUPPLIER : SHIONOGI QUAL1CAPS 

SUPPLIER BATCH : E9701801 

PRODUCT CODE : 406774 INTERNAL BATCH N° 

EXPIRY DATE : 7/24/99 DATE OF RECEIPT 

SPECIFICATION : 01-00080/4 


47921 
7/24/97 


TESTS 

Characteristics 

Gelatin A : 

Gelatin B : 
Quinoline yellow 
Erythrosin 
Sulphur dioxide 
Titanium dioxide 


Ferrous oxyde 
Lubricants 
Loss and drying 
Sulphated ash 
Disintegration time 

CONCLUSION : Complies 


SPECIFICATIONS RESULTS 

Capsule, size 4, yellow, iden- Complies 
tical to the reference, smooth 
envelope, shiny, clean, 
neither brittle nor fragile 

Characteristic gel Complies 

Cloudy with picric acid Complies 

Rf identical to the reference Complies 

Rf identical to the reference Complies 

<or= 0.1 * 0.1 % 

Yellow to orange-yellow Complies 
coloring in the presence of 
hydrogen peroxide 

No blue colouring Complies 

<or= 0.5 I 0,0 % 

12.0 to 16.0 \ 14.6 t 

<or= 9.0 I 2.7 % 

<or= 15 min 6 rain 


QUALITY ASSURANCE MANAGER 



Micheline ROUSSEAU 


DATE 
8/22/97 


FOURNIER 1005223 

Highly Confidential 
Subject to 
Protective Order 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-les-Dtjort 
TeX 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S A - Siege Social - 42 rue de longvic - 21 300 Chenove - France 
SA. au Capital de 18 035 296 euros - RCS Dijon 8 31 1 596 670 - TVA FR 52 31 1 596 670 


^IFOURNIER 
rj PHARfrfA 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAW MATERIAL 


ANALYSIS CERTIFICATE 


=========== 


=============== 


PRODUCT : CROSPOVIDONE XL10 USP 

SUPPLIER : ISP 

SUPPLIER BATCH : NS0409 

PRODUCT CODE : 402699 INTERNAL BATCH N° 

EXPIRY DATE : 12/19/96 DATE OF RECEIPT 

SPECIFICATION : Ol-00180/l 


41192 
6/19/96 


TESTS 

Characters 

IR spectrum 

Starch coloration 

pH of a II aqueous suspension 

Water content 

Sulphated ash 

Water-soluble substances 

Heavy metals 

Vinylpyrrolidone 

Nitrogen 

(relative to dry product) 


SPECIFICATIONS 

Very fine white, tasteless 
powder 

Maxima identical to those of 

control spectrum 

No blue coloration 

5.0 to 8.0 

<or= S.O % 

<or= 0.4 * 

<or= 1.5 % 

<or= 10 ppm 

<or= 0.1 * 

11.0 to 12.8 * 


RESULTS 


Complies 

Complies 

Complies 
6.3 
4.1 t 
0.0 % 
0.S % 
Complies 
0.0 % 
11.9 % 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 


======= 



DATE 
10/04/96 


Mteneline ROUSSEAU 


FOURNIER 1005224 

Highly Confidential 
Subject to 
Protective Order 


| L A B O R A TO * 


FOURNIER 


Laboratoires Fournier SA - Rue des Pres Potets - 21121 Fontaine-les*Dijon 
Tel 03 80 44 78 00 ■ Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege 5ocial - 42 rue de Longvic - 21 300 Chendve - France 
SA au Capital de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


^jFOURNIER 
rj PHAR,MA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : COMICRONISAT FENOFIBRATE 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 97667 

PRODUCT CODE : 402701 INTERNAL BATCH N° 

EXPIRY DATE : 8/04/99 DATE OF RECEIPT 

SPECIFICATION : 03*08001/9 


48174 
8/29/97 


TESTS 
Caracteres 

Identification du fenofibrate 
Dosage du laurylsulfate de sodium 
Granulom£trie laser :Mediane 
Granulometrie laser :Diaraetre des 
particules 


SPECIFICATIONS RESULTS 

Poudre tres fine , blanche et Complies 
inodore 

Rf identique au temoin Complies 
3.00 to 3.70 * 
5.0 to 15.0 um 

Au moins 901 des particules de 
diametre <ou= 3 Sum 


CONCLUSION : Complies 



FOURNIER 1005225 

Highly Confidential 
Subject to 
Protective Order 


LABOfcATQlttCt 


FOURNIER 


Laboratoires Fournier S.A. - Rue des Pres Potets - 21121 Fontaine-Ies-Dtjon 
Tel 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S A - Siege Social - 42 rue de Longvic - 21 300 Chendve - France 
SA au Capital de 18 035 296 euros - RCS Dijon 8 311 596 670 - TVA FR 52 31 1 S96 670 


^jFOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAW MATERIAL 


ANALYSIS CERTIFICATE 


==•=============="- 


=============== 


PRODUCT : COMICRONISAT FENOFIBRATE 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 97690 

PRODUCT CODE : 402701 

EXPIRY DATE : 9/08/99 

SPECIFICATION : 03-08001/9 


INTERNAL BATCH N° : 48329 
DATE OF RECEIPT : 9/09/97 


TESTS 
Caracteres 

Identification du fenofibrate 
Dosage du laurylsulfate de sodium 
Granuloma trie laser :Mediane 
Granulometrie laser :Diametre des 
particules 

CONCLUSION : Complies 


SPECIFICATIONS RESULTS 

Poudre tres fine , blanche et Complies 
inodore 

Rf identique au temoin Complies 
3.00 to 3.70 % 
5.0 to 15.0 um 

Au moins 90* des particules de 
diametre <ou= 3 Sum 


QUALITY ASSURANCE MANAGER 
======================== 

/ Micheiine ROUSSEAU 


DATE 
9/23/97 


FOURNIER 1005226 

H'&hly Confidential 

Subject to 
Protective Order 


iA»Q«ATOlft E 5 


FOURNIER 


Laboratoires Fournier S.A. - Rue des Pres Potets - 21 121 Fontaine-tes-Dijon 
Tel 03 80 44 78 OO - Fax 03 80 44 78 38 

Laboratoires Fournier S.A. - Siege Social - 42 rue de Longvic - 21 300 ChenCve - France 
SA au Capital de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


^FOURNIER 
rJ PHA\MA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

PRANCE 


PRODUCT , . . 
SUPPLIER . . . 
SUPPLIER BATCH 
PRODUCT CODE. . 
EXPIRY DATE . . 
SPECIFICATION. 


PURIFIED WATER 
PRODUCTION FONTAINE 2 
SALLE 1611 

404900 INTERNAL BATCH N° 

DATE OF RECEIPT 

01-00008/11 


1974011 
10/03/97 


TESTS 

SPECIFICATIONS 

RESULTS 

Characters 

Clear liquid, colourless , 

Complies 


tasteless 


pH 

5.0 to 7.0 

6,5 

Ox i disable substances 

Slightly pinkish with 

Complies 


potassium permanganate 


Chlorides 

No precipitate for at least 

Complies 


15 rain. 


Nitrates 

<or- 0.2 ppm 

Complies 

Sulfates 

No precipitate for at least 

Complies 


1 hour 


Ammonium 

<or= 0.2 ppm 

Complies 

Calcium and magnesium 

Pure blue colour with mordant 

Complies 


black 11R 


Heavy metals 

<or= 0.1 ppra 

Complies 

Residue on evaporation 

<or= 0.001 1 

0.001 % 

Total viable aerobic count 

<or= 100 /ml 

1 /ml 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 

/i 



DATE 
10/10/97 


Micheiine ROUSSEAU 


[lA»ORATOI«ll~ 


FOURNIER 


FOURNIER 1005227 

Highly Confidential 

Subject to 
Protective Order 

Laboratoires Fournier SA - Rue des Pres Potets - 21121 Fontaine-les-Dtjon 
Tel 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longvic - 21 300 Chenove - France 
S A au Capital de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


Exhibit E 


^jFOURNlER 
rj PHA\MA 


LABORATOIRES FOURNIER SA 

Quality Assurance Department ANALYSIS CERTIFICATE 

Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 

PRODUCT : LIPIDIL.M.200 MG.1000 GEL.VRC.CA 

BATCH No : S2 

DATE OF MANUFACTURING : 4/03/97 

EXPIRY DATE : April 2000 

SPECIFICATION No : 06-50067/5 

TESTS SPECIFICATIONS RESULTS 


Opaque , orange capsule size 1, Complies 
printed "Lipidil Micro" 
containing a whitish powder 
350,0 mg +/- 51 354.3 mg 

Complies with the requirements Complies 
of European Pharmacopoeia 
(% 7.5) 

<or= 15 min 9 min 

Q = 90,0 t 96.0 % 

Retention time of the main Complies 
peak identical to that of the 
reference 

190,0 a 210,0 mg per capsule 202.5 mg 
<or= 1 000 /g 20 /g 

Absence in 10 g Complies 

CONCLUSION : Complies 


Characteristics 


Average mass 
Uniformity of mass 


Disintegration 
Dissolution : 40 min 
Identification of fSnofibrate 


Assay of fenofibrate 
Bacteria 
Escherichia coli 


QUALITY ASSURANCE MANAGER 


DATE 


Micheline ROUSSEAU 


4/23/97 


FOURNIER 1005211 

Highly Confidential 
Subject to 
Protective Order 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-les-Dtjon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S.A. - Siege Social - 42 rue de Longvic - 21 300 Chenfive - France 
SA au Capital de 18 035 296 euros - RCS Dijon B 311 596 670 - TVA FR 52 311 596 670 


^FOURNIER. 
rj PHARJMA 


LABORATQIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr6s Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : CAPSULES f SIZE 1, ORANGE/ORANGE 

SUPPLIER : CAPSUGEL 

SUPPLIER BATCH : C63564 

PRODUCT CODE : 406342 INTERNAL BATCH N° 

EXPIRY DATE : 1/07/99 DATE OF RECEIPT 

SPECIFICATION : 01-00178/3 

=======s=========="==========™"======= = ==== ======== --" ====== - ==:== - 


44498 
1/07/97 


TESTS 

Characteristics 
Printing of the capsules 


Identification A 
Identification B 
Coloring agents : erythrosin 
Sulphur dioxide 
Titanium dioxide 


Ferrous oxides 

Lubricants 
Loss on drying 
Sulphated ash 
Disintegration time 
Total bacterial count 
Total bacterial count 
Escherichia coli 
Escherichia coli 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 

-Micheline ROUSSEAU 



SPECIFICATIONS RESULTS 

Capsule, size n°l, orange/orange Complies 

identical to the reference, 

smooth, shiny, 'clean, with 

neither brittle nor fragile 

envelope 

The capsules are printed Complies 
"LIPIDIL" on one part, MICRO 
on the other part with black 
ink 

Characteristic gel Complies 
Cloudy with picric acid Complies 
Rf identical to the reference Complies 
<or= 0.1 t 0.0 * 

Yellow to yellow-orange Complies 
colouring in the presence of 
hydrogen peroxide 

Blue coloring in the presence Complies 
of potassium ferrocyanide 
<or= 0.5 * 0.1 % 

12.0 to 16,0 % 13.9 I 

<or= 9.0 * 3.6 I 

<ot- 15 min 3.5 min 

Not more than 1000/g 4 /g 

Not more than 1000/g 4 /g 

Absence in lOg Complies 
Absence in lOg Complies 


DATE 
1/20/97 


FOURNIER 1005212 

Highly Confidential 
Subject to 
Protective Order 


F OltATOIKE*l 


FOURNIER 


Laboratoires Foumter S.A. - Rue des Pre* Potets * 21121 Fontaine-les-Dijon 
Tel. 03 80 44 78 OO - Fax 03 80 44 78 38 

Laboratoires Fournier S.A. - Siege Social - 42 rue de Longvic - 21 300 ChenOve - France 
SA au Capital de 18 035 296 euros - RCS Dijon 8 311 596 670 - TVA FR 52 311 596 670 


^IFOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 

__ == _------ =s== -- === - ===== - == ==:======S3=====£r=r s5ssss=::=:;==sssssss5Ssa:ss==5=Bs== 

PRODUCT : PREGELATINIZED STARCH 

SUPPLIER : GAZECHIM 

SUPPLIER BATCH : E8739 

PRODUCT CODE : 402103 INTERNAL BATCH N° : 43517 

EXPIRY DATE : 4/01/96 DATE OF RECEIPT : 10/31/96 

SPECIFICATION : 01-00160/3 


TESTS 

Description 
Solubility 

Identification by iodine 

Salmonellas species 
Escherichia coli 
PH 

Loss on drying 
Residue on ignition 
Iron 

Oxidizing substances 
Sulfur dioxide 
CONCLUSION : Complies 


SPECIFICATIONS RESULTS 

Moderately coarse to fine, Complies 

white to offwhite powder 

Slighty soluble to soluble in Complies 

cold water ; insoluble in 

alcohol 

Reddish violet to deep blue Complies 
color 

Absence in log Complies 

Absence in lOg Complies 

4.5 to 7.0 5.7 

<or= 14,0 * 6.8 \ 

<or= 0.5 * 0.2 * 

<or= 0.002% Complies 

No distinct blue, brown or Complies 
purple color 

<or= 0.008* Complies 


QUALITY ASSURANCE MANAGER DATE 



11/25/96 


FOURNIER 1005213 

Highly Confidential 
Subject to 
Protective Order 


|iABQ«ATOiRea~| 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-les-Dijon 
T6I. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S.A. - Siege Social - 42 rue de Longvic ■ 21 300 Chenove • France 
SA au Capital de 18 035 296 euros - RCS Dijon 8 31 1 596 670 - TVA FR 52 31 1 596 670 


^FOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAH MATERIAL 


ANALYSIS CERTIFICATE 


:sss:s:=: 


PRODUCT : LACTOSE ' 

SUPPLIER : SPCI 

SUPPLIER BATCH : 032/603 

PRODUCT CODE : 402549 

EXPIRY DATE : 5/25/98 

SPECIFICATION : 01-00166/3 


INTERNAL BATCH N° 
DATE OF RECEIPT 


43902 
11/25/96 


===================== ========:s 


TESTS 

Description 
Solubility 


Identification A : Infrared absorption 

Identification B : Thin-layer 
chromatography 


Identification C ; With ammonium 
hydroxyde at 80°C 
Clarity and color of solution 
Acidity or alkalinity 


Specific rotation / anhydrous basis 
Protein and light-absorbing impurities: 
absorbance from 210 to 220 nm 
Absorbance from 270 to 300 nm 
Loss on drying 
Water 

Heavy metals 

Residue on ignition 

Total aerobic microbial count 

Total combined molds and yeast count 

Salmonella species 

Escherichia coli 


SPECIFICATIONS RESULTS 

White, free-flowing powder Complies 

Freely but slowly soluble in Complies 
water ; pratically insoluble 
in alcohol 

Identical with the reference Complies 
standard 

Test solution corresponds in Complies 
appearance and Rf value to 
that obtained from standard 
solution 

Red color Complies 

Aborbance at 400 nm <or= 0.04 Complies 

Solution colorless Complies 
<or« 0.4ml NaOH 0.1N to 
produce a red color 

54.4 to 55.9 0 54.9 0 

<or= 0.25 Complies 

<or= 0.07 Complies 

<or= 0.5 * 0.2 % 

4.5 to 5.5 I 4.9 * 

<or= 5 ppra Complies 

<or* 0.1 I 0.1 I 

<or= 100/g 1 /g 

<or= 50/g 1 /g 

Absence in lOg Complies 

Absence in lOg Complies 


CONCLUSION : Complies 


QUALITY/] ASSURANCE MANAGER 



FOURNIER 1005214 

DATE Highly Confidential 

Subject to 

Micheiine ROUSSEAU 12/11/96 Protective Order 

Laboratoires Foumier SA. - Rue des Pres Potets - 21121 Fontaine-les-Dijon 
Tel. 03 80 44 78 00 - Fax 03 60 44 78 38 

Laboratoires Foumier SA - Siege Social - 42 rue de longvic - 21 300 Chendve - Franca 
SA au Capital de 18 035 2% euros - RCS Dijon B 311 596 670 - TVA FR 52 311 596 670 


^FOURNIER 

rj phaHma 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine lea Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : MAGNESIUM STEARATE 

SUPPLIER : QUARRE MARCEL ET CIE 

SUPPLIER BATCH : MGS60182 

PRODUCT CODE : 402597 INTERNAL BATCH N° : 43605 

EXPIRY DATE : 5/06/98 DATE OP RECEIPT : 11/06/96 

SPECIFICATION : 01-00161/4 

==ssssss===::==:=;"~:«;:::=:==::""-="=2sss=s::====:===:s:=s3sssss:ssssssssses 


TESTS 

Characteristics 
Solubility 

Identification A 

Identification B ; GC 

Acidity or alcalinity 

Chloride 

Sulfate 

Lead 

Loss on drying 
Total bacterial count 
Yeasts and molds 
Salmonella species 
Escherichia coli 

Relative content of stearic acid 

Relative content of stearic acid and 

palmitic acid 

OVI : Methylene chloride 

OVI : Chloroform 

OVI : Benzene 

OVI : Trichloroethylene 

OVI : 1,4 Dioxane 

Assay (expressed in magnesium) 


SPECIFICATIONS RESULTS 

White ,fine , bulky powder Complies 
Insoluble in water, in alcohol Complies 
and ether 

Responds to the test for Complies 
magnesium 

Retention times of stearic and Complies 

palmitic acids identical to 

the reference solution 

<or= 0.05 ml 0.1N HC1 or Complies 

0.1H NaOH 

<or- 0.1% Complies 

<or= 1.0% Complies 

<or= 0.0011 Complies 

<or= 6.0 % 3.5 % 

<or= 1 000/g 4 /g 

<or= 500/g 4 /g 

Absence in lOg Complies 

Absence in lOg Complies 

>or= 40 % 77 I 

>or= 90 * 100 I 


<or= 500 ppm 

<or= 50 ppm 

<or= 100 ppm 

<or= 100 ppm 

<or= 100 ppm 

4.0 to 5.0 % (calculated 


4.4 % 


on the dried basis) 


CONCLUSION : Complies 


QUALITY ASSlMNCE MANAGER 



DATE 


^Jicheiine ROUSSEAU 


FOURNIER 1005215 

Highly Confidential 
Subject to 

==== Protective Order 

12/06/96 

Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-Ies-Dijon 
Tel 03 80 44 78 OO - Fax 03 80 44 78 38 

Laboratoires Foumier S.A. - Siege Social - 42 rue de Longvic -21 300 Chenove - France 
5.A. au Capital de 18 03S 296 euros - RCS Dijon B 31 1 596 670 - TVA PR 52 31 1 596 670 


^jFOURNIER 
rj PHARMA 


LABORATOIRES PQURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 

::^::s==::::ss:::ss:::=:=ss:=ss:::=:ss=:=sssssss3ssssss::s=::s:s:sssssss:s=;;::::s= 

PRODUCT : CROSPOVIDONE XL10 USP 

SUPPLIER : ISP 

SUPPLIER BATCH : N60409 

PRODUCT CODE : 402699 INTERNAL BATCH N° : 41192 

EXPIRY DATE : 12/19/96 DATE OF RECEIPT : 6/19/96 

SPECIFICATION : 01-00180/1 


TESTS 

Characters 

IR spectrum 

Starch coloration 

pH of a 1% aqueous suspension 

Water content 

Sulpha ted ash 

Water-soluble substances 

Heavy metals 

Vinylpyrrolidone 

Nitrogen 

{relative to dry product) 
CONCLUSION : Complies 


SPECIFICATIONS 

Very fine white, tasteless 
powder 

Maxima identical to those of 

control spectrum 

No blue coloration 

5.0 to 6.0 

<or= 5.0 % 

<or= 0.4 % 

<or= 1.5 \ 

<or- 10 ppm 

<or= 0.1 % 

11.0 to 12.8 I 


RESULTS 


Complies 

Complies 

Complies 
6.3 
4.1 I 
0.0 % 
0.5 % 
Complies 
0.0 % 
11.9 % 


QUALITY ASSURANCE MANAGER 
====== 

Micheiine ROUSSEAU 


======== =qt = ============ 


DATE 


10/04/96 


FOURNIER 1005216 

Highly Confidential 
Subject to 
Protective Order 

laboratoires Fournter SA - Rue des Prfe Potets - 21 1 21 Fontatne-les-Dijon 

^AooRATo,R ts | Tel. 03 80 44 78 00 -Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longvic - 21 300 Chendve - France 
SA au Capital de 18 03S 296 euros - RCS Dijon B 31 1 596 670 - TVA Ffc 52 31 1 596 670 


FOURNIER 


^FOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAW MATERIAL 


ANALYSIS CERTIFICATE 


sssss::=::=? 


PRODUCT : COMICRONISATE FENOFIBRATE/LSNa 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 97549 

PRODUCT CODE : 402708 INTERNAL BATCH N° 

EXPIRY DATE : 3/12/99 DATE OF RECEIPT 

SPECIFICATION : 03-08001/9 


45660 
3/13/97 


e==sssssssssss=s=s=s 


TESTS 
Caracteres 

Identification du fenofibrate 
Dosage du laurylsulfate de sodium 
Granulom&trie laser :Mediane 
Granulometrie laser :Diametre des 
particules 


SPECIFICATIONS RESULTS 

Poudre tres fine , blanche et Complies 
inodore 

Rf i dent i que au" temoin Complies 
3.00 to 3.70 % 
5,0 to 15.0 urn 

Au mo ins 901 des particules de 
diamStre <ou= 3 Sura 


CONCLUSION t Complies 


QUALITY ASSURANCE MANAGBR DATE 

:::::;:;:::s=;;^::=:==: === = 



-.,3/20/97 
Micheiine ROUSSEAU 


FOURNIER 1005217 

Highly Confidential 
Subject to 
Protective Order 


j~LA«Q«A.TOI«eS 


FOURNIER 


Laboratoires Fournier SA - Rue des Pres Potets - 21121 Fontaine-ies-Dijon 
T6I. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S.A. - Siege Social - 42 rue de Longvtc * 21 300 Oienove - France 
S A au Capital de 18 03S 296 euros - RCS Dijon B 311 596 670 - TVA FR 52 31 1 596 670 


^jFOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAH MATERIAL 


ANALYSIS CERTIFICATE 


ssas:::s===5ss==--"" =s=ss 


PRODUCT : PURIFIED WATER 

SUPPLIER : PRODUCTION FONTAINE 2 

SUPPLIER BATCH : 

PRODUCT CODE : 404900 INTERNAL BATCH N° 

EXPIRY DATE : DATE OF RECEIPT 

SPECIFICATION : 01-00008/10 


1971411 
3/10/97 


TESTS 

Characters 

pH 

Oxidisable substances 

Chloride 

Nitrate 
Sulphate 

Ammonium 

Calcium and magnesium 

Heavy metals 

Residue on evaporation 

Bacteria 


SPECIFICATIONS RESULTS 

Clear liquid, colourless , Complies 
tasteless 

5.0 to 7.0 6.0 

Slightly pinkish with Complies 
potassium permanganate 

No precipitate for at least Complies 
15 min. 

<or= 0.2 ppra Complies 

No precipitate for at least Complies 
1 hour 

<or= 0.2 ppm Complies 

Pure blue colour with mordant Complies 
black 11R 

<or= 0.1 ppm Complies 

<or= 0.001 % 0.001 * 

<or= 100 /ml 1 /ml 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 
1 



Michafine ROUSSEAU 


DATE 

sss: 

4/11/97 


FOURNIER 1005218 


Highly Confidential 
Subject to 
Protective Order 


f l A 8 O ft A T O I K E s"H 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontalne-les-Dijon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S A - Siege Social - 42 rue de Longvic - 21 300 Chenove - France 
SA au Capital de 18 03S 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


Exhibit B 


^jFOURNIER 

rj pha\ma 


LAB0RAT01RES FOURNIER SA 

Quality Assurance Department ANALYSIS CERTIFICATE 

Rue des Pres Potets 
21121 Fontaine les Dijon 
FRANCE 

rr========^===srs=^== =========================== ======--™- 5=5 ==== ======== ======= - :=== ~ = = = 

PRODUCT : LIPANTHYL.M.200 MG.30 GEL.MV.PR 

BATCH N° : 2177 

DATE OF MANUFACTURING : 8/20/96 

EXPIRY DATE : August 1999 

SPECIFICATION N° : 06-50002/7 

TESTS SPECIFICATIONS RESULTS 

Characteristics Opaque, orange capsule size 1 Complies 

containing a whitish powder 
Desintegration <or= 15 tain 7 rain 

Average weight Complies wtih the requirements Complies 

of the European Pharmacopoeia 

(+/-7.5%) 

Dissolution test : 20 rain >or= 75.0% 76.7 % 

Dissolution test : 40 min >or= 90.0* 91.0 % 

Identification of fenofibrate Retention time of the main Complies 

peak identical to that of the 

reference 

Assay of fenofibrate 190.0 to 210.0 mg per capsule 199,0 rag 

This batch has been released by the Qualified Person in accordance with the current European GMP-requirements 
CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 


Date 
==== 

9/23/96 


Micheiins ROUSSEAU 


FOURNIER 1005202 

I -Jghly Confident:, : 
Subject to 
Protective Order 


j LA ■ O K A T O I ft e s 


FQU RNI.ER* 


Laboratoires Fournter SA - Rue des Pres Potets - 21121 Fontaine-les-Dijon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longvic - 21 300 Chendve - France 
SA au Capital de 18 035 296 euros - RCS Dijon 8 311 596 670 - TVA FR 52 311 596 670 


^IFOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr£s Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 

PRODUCT : ORANGE CAPSULES, SIZE N°l 

SUPPLIER : RP SCHERER 

SUPPLIER BATCH : 078846H010 

PRODUCT CODE : 406394 INTERNAL BATCH N fl : 41554 

EXPIRY DATE : 7/05/98 DATE OF RECEIPT : 7/05/96 

SPECIFICATION : 01-00010/4 

;==== = s=:===ssasss==;i==ssss=ss=:=:=:=:==ss=ss=="sss==;============s==="=====s==^^ 

TEST S SPECIFICATIONS RESULTS 

Characteristics Capsule, size n°l, orange, Complies 

identical to the reference, 
smooth envelope, shiny, clean, 
neither brittle nor fragile 

Identification A Characteristic gel Complies 

Identification B Cloudy with picric acid Complies 

Organic colouring agent : erythrosin Rf identical to the reference Complies 

Sulphur dioxide <or= 0.1 % 0.0 % 

Titanium dioxide Yellow to yellow-orange Complies 

colouring in the presence of 

hydrogen peroxyde 

Ferrous oxides Blue colouring in the presence Complies 

of potassium ferrocyanide 

Lubricants <or= 0.5 % 0.3 * 

Loss and drying 12.0 to 16.0 % 14.5 I 

Sulphated ash <or= 9.0 I 4.1 % 

Disintegration time <or* 15 min 11 rain 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 

Mlchsiine ROUSSEAU 



DATE 
7/19/96 


FOURNIER 1005203 

Highly Confidential 
Subject to 
Protective Order 


llAEQgATOIKSS 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-les-Dijon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Foumier SA - Siege Social - 42 rue de longvic - 21300 Chendve - France 
SA. au Capital de 18 035 296 euros - RCS Dijon B 3 11 596 670 - TVA FR 52 311 596 670 


^iFOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des prfis Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : PRBGELATINIZED STARCH 

SUPPLIER : ROQUETTE FRERES 

SUPPLIER BATCH : E8366 

PRODUCT CODE : 402100 INTERNAL BATCH N° : 40965 

EXPIRY DATE : 12/06/97 DATE OF RECEIPT : 6/06/96 

SPECIFICATION : 01-00162/3 

TESTS SPECIFICATIONS RESULTS 


Characteristics A white to pale cream-coloured Complies 

powder 

Microscopical Irregular, translucent, cream Complies 

coloured flakes with a reticu- 
lated surface and numerous 
fragmented flakes 

Identification A dark blue color is Complies 

produced 

Acidity or alkalinity : pH of a 54 w/v 4.5 to 7.0 5.6 
dispersion in water 

Protein <or= 0.5 % 0.3 I 

Loss on drying <or= 15.0 % 5.7 I 

Sulphated ash <or= 0.5 % 0.2 % 

Microbial contamination : Escherichia 1.0 g is free from Escherichia Complies 

coli coli 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 


DATE 



Micheline ROUSSEAU 7/12/96 


FOURNIER 1005204 


Highly Confidential 
Subject to 
Protective Order 


|,A»OaATQ1BESl 


FOURNIER 


Laboratoires Fournter S.A. * Rue des Pres Potets - 21121 Fontaine-les-Dijon 
Tel 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Foumier 5 A - Siege Social - 42 rue de Longvic - 21 300 Chenove - France 
S A au Capital de 1 8 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


^(FOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr6s Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : MAGNESIUM STEARATE 

SUPPLIER : FACI / QUARRECHIM 

SUPPLIER BATCH : KGS50623 

PRODUCT CODE : 402595 INTERNAL BATCH N° : 39787 

EXPIRY DATE : 10/02/97 DATE OF RECEIPT : 4/02/96 

SPECIFICATION : 01-00004/5 

TESTS SPECIFICATIONS RESULTS 


Characters A white, very fine, light Complies 

powder greasy to the touch 

Solubility Practically insoluble in water Complies 

in ethanol and in ether 

Identification A Solidification point >or- 53°C 54 °C 

Identification B Reaction of magnesium positive Complies 

Appearance of solution S No more intensely coloured Complies 

than the control 

Appearance of solution of fatty acids Clear and not more intensely Complies 

coloured than the control 

Acidity or alkalinity <or- 0.05 ml of 0.1N HC1 or Complies 

0.1N NaOH 

Acid value 195 to 210 199 

Chlorides <or= 250ppra Complies 

Sulphates <or= 0.5 % Complies 

Heavy metals <or= 20ppm Complies 

Loss on drying <or= 6.0 I 3,0 % 

Assay 3.8 to 5.0 % 4.5 * 
(expressed in magnesium) 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 

Micheiins ROUSSEAU 



DATE 
5/10/96 


FOURNIER 1005205 

Highly Confidential 
Subject to 
Protective Order 


VT7T 


• O K A T O I * 


TT1 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-les-Oijon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longvic - 21300 Chenove - France 
SA. au Capital de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


^jFOURNlER 

rj pha\ma 


LABORATOIRES FOURNIEK SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr6s Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : LACTOSE EFC 

SUPPLIER : SPCI 

SUPPLIER BATCH : 032/616 

PRODUCT CODE : 402552 INTERNAL BATCH N° : 

EXPIRY DATE : 11/14/97 DATE OF RECEIPT : 

SPECIFICATION : 01-00011/4 

zs====:;5=ss5ss=s====;::r;====s==sssssssssss;sssss=ssa:ss:5=5sssss555ss: 


40560 
5/14/96 


TESTS 

Characteristic 
Solubility 


Identification A : IR spectrum 
Appearance of solution 
Acidity or alcalinity 


Specific rotatory power 
Absorbance at 400 nm 
Absorbance from 210 to 220 nm 
Absorbance from 270 to 300 nm 
Heavy metals 
Water content 
Sulphated ash 


SPECIFICATIONS RESULTS 

White to off-white crystalline Complies 
powder, odourless 

Freely through slowly soluble Complies 
in water, practically 
insoluble in alcohol 

Conform to standard Complies 

Clear, odourless Complies 

Colourless with Complies 
phenolphtaleine ( maximum 
0.4 ml NaOH 0.1N) 

54. 4 to 55.9 0 55.0 • 

<or= 0.04 Complies 

<or= 0.25 Complies 

<or= 0.07 Complies 

<or= to 5 ppm Complies 

4.5 to 5.5 I 5.0 I 

<or= 0.1 I 0.1 h 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 



DATE 
6/06/96 


Micheline ROUSSEAU 


FOURNIER 1005206 


Highly Confidential 
Subject to 
Protective Oriter 


| LA B O ft A TO I g E t~l 


FOURNIER 


Laboratoires Fournier SA. - Rue des Pr& Potets - 21121 FonUine-Ies-Dijon 
Tel 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier S.A. ■* Siege Social - 42 rue de Longvic - 21300 Chen6ve • France 
SA. au Capital de 1 8 035 296 euros ■ RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


^FOURNIER 
rj PHARJMA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : CROSPOVIDONE 

SUPPLIER : ISP 

SUPPLIER BATCH : N60105 

PRODUCT CODE : 402698 INTERNAL BATCH N° : 40414 

EXPIRY DATE : 11/07/96 DATE OF RECEIPT : 5/07/96 

SPECIFICATION : 01-00006/6 


TESTS SPECIFICATIONS RESULTS 


Characters White or yellowish-white Complies 

powder or flakes , hygroscopic 

Solubility Practically insoluble in Complies 

water, alcohol and in methylen 
chloride 

IR spectrum Maxima identical to those of Complies 

control spectrum 

Starch coloration No blue coloration Complies 

Peroxyde At 405 nm <or= 0.35 (400ppm) Complies 

Water-soluble substances R^sidu <ou= 75 mg (1,5*( 0,1 % 

Vinylpyrrolidone < or = 0,1% 0.0 % 

Heavy metals <or- 10 ppra Complies 

Loss on drying <or= 5.0 % 2.7 % 

Sulphated ash <or= 0.1 % 0.1 % 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER DATE 


6/04/96 

Mlcheiine ROUSSEAU 


FOURNIER 1005207 

Highly Confidential 
Subject to 
Protective Order 


[ L A > O K A T Q 1*68 


FOURNIER 


Uboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-Ies-Dijon 
Tel. 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier SA • Siege Social - 42 rue de Longvic - 21300 Chengve - France 
SA au Capital de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR S2 31 1 596 670 


^iFOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : PURIFIED WATER 

SUPPLIER : PRODUCTION FONTAINE 2 

SUPPLIER BATCH : 9607231 

PRODUCT CODE : 404900 INTERNAL BATCH N° : 9607231 

EXPIRY DATE : DATE OF RECEIPT : 7/23/96 

SPECIFICATION : 01-00008/7 

TESTS SPECIFICATIONS RESULTS 


Characters Clear liquid, colourless , Complies 

odourless 

Acidity or alkalinity No red coloration whith methyl Complies 

red. No blue coloration with 
potassium permanganate 

Oxidisable substances Slightly pinkish with Complies 

potassium premanganate 

Chlorides No precipitate for at least Complies 

15 mins, 

Nitrates <or= 0.2 ppra Complies 

Sulphates No precipitate for at least Complies 

1 hour 

Ammonium <or= 0.2 ppm Complies 

Calcium and magnesium Marked blue coloration with Complies 

mordant black 11R 

Heavy metals <or= 0.1 ppm Complies 

Residue after evaporation <or= 0.001 % 0.001 % 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER DATE 


I 8/14/96 

t Michslins ROUSSEAU 

: ! 

FOURNIER 1005208 

Highly Confidential 
Subject to 
Protective Order 

Uboratoires Fournier SA. - Rue des Pres Potets - 21 1 21 Fontaine-les-Oijon 
| Tel 03 80 44 78 00 ■ Fax 03 80 44 78 38 

fiSHH3BfI958 Laboratoires Fournier S A - Siege Social - 42 rue de Longvic - 21300 Chenove - France 

MSSmmlBmiaim SA au Capita] de 18 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


^FOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : COMICRONISAT FBNO/EUROPE 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 96638 

PRODUCT CODE : 402715 INTERNAL BATCH N° : 41740 

EXPIRY DATE : 7/10/98 DATE OF RECEIPT : 7/11/96 

SPECIFICATION : 03-08001/6 


TESTS 

Identification du fenofibrate 
Dosage du lauryl sulfate de sodium 
Granulometrie laser :Mediane 
Granulometrie laser :Diametre des 
particules 

CONCLUSION ; Complies 


SPECIFICATIONS 

Rf identique au temoin 
3.00 to 3.70 % 
5.0 to 15.0 um' 

Au moins 90% des particules de 
diametre <ou- 3 Sum 


RESULTS 



QUALITY ASSURANCE MANAGER 


4^ 


DATE 
7/12/96 


FOURNIER 1005209 

Highly Confidential 
Subject to 
Protective Order 


1ABQRATOIW1 S~| 


FOU RNIER 


Laboratoires Fournier SA • Rue des Pres Potets - 21 121 Fontaine-les-Dijon 
Tel, 03 80 44 78 00 - fax 03 BO 44 78 38 

Laboratoires Fournier S.A. - Siege Social - 42 rue de Longvic - 21 300 Chendve - France 
SA au Capital de 1 8 035 296 euros - RCS Dijon 8 31 1 596 670 - TVA FR 52 31 1 596 670 


^FOURNIER 
rj PHARMA 


LABORATOIRES FOURNIER SA 
Quality Assurance Department 
Rue des pres Potets 
21121 Fontaine les Dijon 
FRANCE 


RAW MATERIAL 


ANALYSIS CERTIFICATE 


i;:; ; S== - 5==i: ; = s === s == ::::i:r========sss===:ssss=s==s="==5S =s " =l!=s == 

PRODUCT - - : COMICRONISAT FENO/BUROPE 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 96637 

PRODUCT CODE : 402715 INTERNAL BATCH N° 

EXPIRY DATE : 7/05/98 DATB OF RECEIPT 

SPECIFICATION : 03-08001/6 


41654 
7/09/96 


TESTS 

Identification du fenofibrate 
Dosage du lauryl sulfate de sodium 
Granulooietrie laser :Mediane 
Granulometrie laser :Diametre des 
particules 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 



SPECIFICATIONS 

Rf identique au temoin 
3.00 to 3.70 % 
5.0 to 15.0 urn* 

Au tuoins 90% des particules de 
diaraetre <ou= 35ura 


DATB 
7/11/96 


\ 


FOURNIER 1005210 

Highly Confidential 
Subject to 
Protective Order 


OfcATOtkES 


FOURNIER 


Uboratoires Fournier SA. - Rue des Pres Potets - 21121 Fontaine-le$*Dijon 
Tel 03 80 44 78 00 - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longyic - 21300 Chen6ve - France 
SA au Capital de 1 8 035 296 euros - RCS Dijon B 31 1 596 670 - TVA FR 52 31 1 596 670 


Exhibit 13 


OFOURNIER 
rj PHARS4A 


LABORATOIRES FOURNIKR SA 

Quality Assurance Department ANALYSIS CERTIFICATE 

Rue des Pr£s Potets 
21121 Fontaine les Dijon 
FRANCE 


*S*|««|t*a8SUI8lfelfSIlltaseflltaS»S«£»89>IX9S>3«8Sas«=B3*t«tRt3t3S£SSCS*S8BSS==S£t7S?sssS 

PRODUCT LIPANTIL MICR0.M.*7 MG.90 GEL.MV.GB 

BATCH M° : 77161 

DATE OF MANUFACTURING 10/01/03 

EXPIRY DATE October 2006 

SPECIFICATION N fl : 06-50251/3 

=asssss=s?sss33i8fliii8aa»Ki8asss££=sssssassss?sssaisssaass3SSS8SSSi:&szs;sssiftltBtss&ss= 


TESTS 

Caracteristics 

Average mass 
Mass uniformity 


Disintegration tine 
Dissolution test at 20 min 
Dissolution test at 40 min 
Identification of fenofibrate 


Assay of fenofibrate 
Microbial limits (Bur. Ph.) 
Bacteria 
Yeasce and molds 
Escherichia coli 


SPECIFICATIONS RESULTS 

Yellow opaque capsule size 4, Complies 

containing a whitish powder 

111.5 to 123.0 tag U4.6 mg 

Complies with the European Conpliee 

Pharmacopoeia requirements 

(+/- 101) 

<or» 15 tain 4 min 

>or« 75.0 \ 97.5 I 

>or- 90.01 102*9 I 

Retention time of the main Complies 
peak corresponding to that of 
the reference 

63.6 to 70.4 mg 65.6 mg 

Periodic control Non/No 
<or« 1000 /g 
<or= 100 /g 
Absence in lg 


This batch has been released by the Qualified Person in accordance with the current European GHP-requirementa 
CONCLUSION : Complies 


3ISBS1SSS 


QUALITY ASSURANCE MANAGER 

SSIStllCSS 

Michefino ROUSSEAU 


Date 

xwwm 

1/15/04 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029873 

Uboratotres Foumier SA - Rue des Pre* ftrteto - 21121 RMlaine4es.Dijon 

Tel. 0,1 SO 44 78 00 - f\)x 01 80 44 7H 18 

l.ibor.ilriirps Fnumier SA - SicRe SijcqI - 42, rue dp langvk ■ 21100 CheroVw • tancc 
SA <iu Gipitol <(r 1 6 0.15 2<*6 euros - RCS Dijon Bill r >% <»70 -1VA FR 52 111 1% (»70 


*f/FOft?N/ER 

rj pha\ma 


LAEORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : STEARATE DE KG ORIGXNE VEGETALB ?E 

SUPPLIER QUIMDIS 

SUPPLIER BATCH . . : C324640 

PRODUCT CODE : 601201 INTERNAL BATCH N° 

EXPIRY DATE : 6/19/06 DATE OF RECEIPT 

SPECIFICATION : 01-00004/11 


68084 
6/19/03 


TESTS 

Characters 
Solubility 
Identification C: GC 


Identification D : magnesium 
Acidity ou alkalinity 

Chlorides 

Sulphates 

Cadmium 

Lead 

Nickel 

Loss on drying . 
Assay of magnesium 
{calculated on the dried basis) 
Stearic acid 

Sum of stearic acid and palmitic acid 
Total viable aerobic count 
Escherichia coli 


SPECIFICATIONS RESULTS 

A white, very fine, light Complies 
powder, greasy to the touch 

Practically insoluble in water Complies 
and in ethanol 

Retention times of the princi- Complies 

pal peaks in the chroma tog rams 

of the test solution and of 

the reference solution are 

approximately the same. 

Positive reaction of magnesium Complies 

<or- 0,5ml HC1 (0.01M) or NaOH Complies 

(0.01M) 

<or= 0.1 % Complies 

<or= 0.5 % Complies 

<or= 3 ppm Complies 

<or= 10 ppm Complies 

<or= 5 ppm Complies 

<or= 6,0 * 3.6 % 

4.0 to $.0 I 4.7 % 

>or= 40.0 % 64.5 % 

>or= 90.0 % 98.9 % 

<or= 1 000 /g 4 /g 

Absence in 1 g Complies 


CONCLUSION : Complies 


QUALITY ASSWANCE MANAGER 



DATE 
7/15/03 


Micheline ROUSSEAU 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029921 



FO/IJRNIER 


Uboratotres Fournier S.A. - Rue des Pres Potets - 21121 fantafoe-les-Dijon 

Tel 03 80 44 7fi 00 - rax 03 80 44 76 38 

liberate; res Fournier S.A. - Siege Soda! ~ 42. rue de Umgvic. -21300 Chenove - France 
au Caphal (Je 18 035 2% euros - RCS Dijon B 31 1 5% 670 - TVA FR 52 311 $% 670 


Exhibit 10 


^iFOURNIER 

rj pha\ma 


LABORATORIES FOURNIER SA 

Quality Assurance Department ANALYSIS CERTIFICATE 

Rue des pr6s Potets 
21121 Fontaine lee Dijon 
FRANCE 


. z -._--. s£as:iIsx:s; ; = s2=£::;:s;s=:£=££S3aiEs;sssssasss2S£ssss3iBaa3s= 

PRODUCT LI PANTOYL. M. 2 00 KG. 30 GEL.NV.TH 

BATCH No : 73496 

DATE OF MANUFACTURING : 10/14/02 

EXPIRY DATE October 200S 

SPECIFICATION No : 06-50002/12 


;SS»S1S823 


TESTS 


SPECIFICATIONS 


RESULTS 


Characteristics 

Average mass of content 

Uniformity of mass 


Disintegration tine 
Dissolution test : 20 min 
Dissolution test : 40 min 
Identification of fenofibrate 


Assay of fenofibrate 
Microbial limits {Bur. 
Bacterial count 
Fungal count 
Escherichia coli 


Ph.) 


Opaque, orange capsule size 1, Cooplies 
containing a whitish powder 
350. 0 ng ♦/- 5 \ 348.8 tog 

Complies with the requirements Complies 

of the 1^:22:1 Pharrr.acc^oeia 
(♦/-7.S*) 

<or= 15 minutes 7 min 

>or« 75.0 I 97.6 * 

>or* 90.0 t 99.8 t 

Retention time of the main Complies 
peak identical to that of the 
reference 

190.0 to 210.0 ag per capsule 200.7 mg 
Periodic control Non/No 
<or* 1 000 /g 
<or» 100 /g 
Absence in Ig 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 



DATE 
1/28/03 


Michelin* ROUSSEAU 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029883 


I ( ) l ' Is N 1 I I In 


Uboratoires foumier • Rut des Pr« Btfets - 211 21 Fonlatne-les-Dijon 

Tol. 0.1 HO 44 78 00 - Fjx 03 AO 4 1 78 IB 

LalxiMtoircs Rximiiv SA - Siege Social - 42. rue dc I onj^ic - 2H00 ("hondve - franco 
SA au Opital <fc 16 0.15 2% euros- RCS Dijon B 3 1 1 S%b70-TVAFR S21I1 SSr> f»70 


^ FO&RNIER 
rj PHA\MA 


LABORATOIRSS FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

2U21 Fontaine ies Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : STEARATE DE MG ORICINE VEGETALE PE 

SUPPLIER . < • : QUIHDIS 

SUPPLIER BATCH : 205848 . 

PRODUCT CODE : 601201 INTERNAL BATCH N° : 65747 

EXPIRY DATE : 6/12/05 DATE OF RECEIPT : 6/12/02 

SPECIFICATION : 0I-QOGG4/9 

TESTS SPECIFICATIONS RESULTS 


Characters A white, very fine, light Con© lies 

powder, greasy to the touch 

Solubility Practically insoluble in water Complies 

and in ethanol 

Identification C: GC Retention times of stearic and Complies 

palmitic acids identical to 
the reference solution 

Identification D ; magnesium Positive reaction of magnesium Complies 

Acidity ou alcalinity <or= 0.5ml HC1 (0.01K) or NaOR Complies 

(O.OWi 

Chlorides <or= 0.1 % Complies 

Sulphates <ox- 0.5 % Complies 

Cadmium <cr= 3 ppm Complies 

Lead <or= 10 ppm Complies 

Hickel <or= 5 ppm Complies 

Loss on drying <cr= 6.0 % 4.8 % 

Assay of magnesium 4.0 to 5.0 % 4.9 % 

(calculated on the dried basis) 

Stearic acid >or= 40.0 % 66.5 % 

Sum of stearic acide and palmitic acid ^cr= 90.0 % 99.3 % 

Total viable aerobic count <cr* 1 000 Iq 4 /g 

Escherichia coli Absence in i g Complies 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 


Micheiin* ROUSSEAU 


DATS 
6/27/02 


Highly Confidential - 
Subject to Protective Order 


FOURNIER 0029920 


1. ABOJtATOIREft: 


FOURNIER 


Laboratotres Foumier S.A. - Rue des Pres Potets - 21121 Fontaine4e$-Dtjon 

Tel. 03 80 44 78 00 - Fax 03 80 44 3d 

Uboratoires Foumier S.A. - Si£gt? Social - A2, rue de l.ongvic - 21300 Chenove - France 
S.A. au Capital de 13 035 296 euros - KCS Dijon 8 311 596 6?0 -TVA FR 52 311 5% 670 


Exhibit 2 


^FOURNIER 
rj PHARMA 


LAB0RAT01RBS FOURNIER SA 

Juality Assurance Department ANALYSIS CERTIFICATE 

Rue des Pres Potete 
21121 Fontaine les Dijon 
FRANCE 

PRODUCT : LIPANTHYL.M.200 MG.30 GBl.HV.FR 

BATCH N° : 2177 

DATB OF MANUFACTURING : 8/20/96 

EXPIRY DATE : August 1999 

SPECIFICATION N° : 06-50002/7 


TESTS 

Characteristics 

Desintegration 
Average weight 


Dissolution test : 20 rain 
Dissolution test : 40 rain 
Identification of fenofibrate 


Assay of fenofibrate 


SPECIFICATIONS RESULTS 

Opaque, orange capsule size 1 Complies 

containing a whitish powder 

<or= 15 min 7 min 

Complies wtih the requirements Complies 

of the European Pharmacopoeia 

(+/-7.5IJ 

>or= 75.0% 76.7 % 

>or= 90.0% 91.0 % 

Retention time of the main Complies 
peak identical to that of the 
reference 

190.0 to 210.0 mg per capsule 199.0 mg 


This batch has been released by the Qualified Person in accordance with the current European GMP- requirements 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 


\| 


Date 
9/23/96 


Micheiirss ROUSSEAU 


FOURNIER 1005202 


l.ighly Confident:,: 
Subject to 
Protective Order 


a O R A T O I 


tti| 


FOU RNIER 


Laboratoires Fournier SA - Rue des Pres Potets - 21121 Fontaine-les-Dijon 
Tel. 03 80 44 78 OO - Fax 03 80 44 78 38 

Laboratoires Fournier SA - Siege Social - 42 rue de Longvic - 21 300 Chendve - France 
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LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des prSs Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 

PRODUCT . . : ORANGE CAPSULES, SIZE N°l 

SUPPLIER : RP SCHERER 

SUPPLIBR BATCH : Q78846H010 

PRODUCT CODE : 406394 INTERNAL BATCH N° : 41554 

EXPIRY DATE : 7/05/98 DATE OF RECEIPT : 7/05/96 

SPECIFICATION : 01-00010/4 


TEST S SPECIFICATIONS RESULTS 


Characteristics Capsule, size n°l ( orange, Complies 

identical to the reference, 
smooth envelope, shiny, clean, 
neither brittle nor fragile 

Identification A Characteristic gel Complies 

Identification B Cloudy with picric acid Complies 

Organic colouring agent : erythrosin Rf identical to the reference Complies 

Sulphur dioxide <or= 0.1 % 0.0 % 

Titanium dioxide Yellow to yellow-orange Complies 

colouring in the presence of 

hydrogen peroxyde 

Ferrous oxides Blue colouring in the presence Complies 

of potassium ferrocyanide 

Lubricants <or= 0.5 % 0.3 * 

Loss and drying 12.0 to 16.0 % 14.5 * 

Sulphated ash <or= 9.0 I 4.1 % 

Disintegration time <or= 15 min 11 min 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER DATE 
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LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr6s Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : PREGELATINIZED STARCH 

SUPPLIER : ROQUETTE FRERES 

SUPPLIER BATCH : E8366 

PRODUCT CODE : 402100 INTERNAL BATCH N° : 40965 

EXPIRY DATE : 12/06/97 DATE OF RECEIPT : 6/06/96 

SPECIFICATION : 01-00162/3 

TESTS SPECIFICATIONS RESULTS 


Characteristics A white to pale cream-coloured Complies 

powder 

Microscopical Irregular, translucent, cream Complies 

coloured flakes with a reticu- 
lated surface and numerous 
fragmented flakes 

Identification A dark blue color is Complies 

produced 

Acidity or alkalinity : pH of a 5% w/v 4.5 to 7.0 5.6 
dispersion in water 

Protein <or= 0.5 * 0.3 I 

Loss on drying <or= 15.0 % 5,7 % 

Sulphated ash <or= 0.5 * 0.2 % 

Microbial contamination :Escherichia 1.0 g is free from Escherichia Complies 

coli coli 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 


DATE 
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LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr£s Potets 

21121 Fontaine lea Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : MAGNESIUM STEARATE 

SUPPLIER : FACI / QUARRECHIM 

SUPPLIER BATCH : MGS50623 

PRODUCT CODE : 402595 INTERNAL BATCH N° : 39787 

EXPIRY DATE : 10/02/97 DATE OF RECEIPT : 4/02/96 

SPECIFICATION : 01-00004/5 

TESTS SPECIFICATIONS RESULTS 


Characters A white, very fine, light Complies 

powder greasy to the touch 

Solubility Practically insoluble in water Complies 

in ethanol and in ether 

Identification A Solidification point >or= 53°C 54 °C 

Identification B Reaction of magnesium positive Complies 

Appearance of solution S No more intensely coloured Complies 

than the control 

Appearance of solution of fatty acids Clear and not more intensely Complies 

coloured than the control 

Acidity or alkalinity <or- 0.05 ml of 0.1N HC1 or Complies 

0.1N NaOH 

Acid value 195 to 210 199 

Chlorides <or= 250ppm Complies 

Sulphates <or= 0.5 % Complies 

Heavy metals <or= 20ppm Complies 

Loss on drying <or- 6.0 % 3,0 1 

Assay 3.8 to 5.0 % 4.5 * 
(expressed in magnesium) 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 
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LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pr£s Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : LACTOSE EFC 

SUPPLIER : SPCI 

SUPPLIER BATCH : 032/616 

PRODUCT CODE : 402552 

EXPIRY DATE : 11/14/97 

SPECIFICATION : 01-00011/4 


INTERNAL BATCH N c : 40560 
DATE OF RECEIPT : 5/14/96 


TESTS 

Characteristic 
Solubility 


Identification A : IR spectrum 
Appearance of solution 
Acidity or alcalinity 


Specific rotatory power 
Absorbance at 400 nm 
Absorbance from 210 to 220 nm 
Absorbance from 270 to 300 nm 
Heavy metals 
Water content 
Sulphated ash 


SPECIFICATIONS RESULTS 

White to off-white crystalline Complies 
powder, odourless 

Freely through slowly soluble Complies 
in water, practically 
insoluble in alcohol 

Conform to standard Complies 

Clear, odourless Complies 

Colourless with Complies 
phenolphtaleine ( maximum 
0.4 ml NaOH 0.1N) 

54.4 to 55.9 0 55.0 0 

<or= 0.04 Complies 

<or= 0.25 Complies 

<or= 0.07 Complies 

<or= to 5 ppm Complies 

4.5 to 5.5 I 5,0 * 

<or=r 0.1 I 0.1 I 


CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER 
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LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : CR0SP0V1D0NE 

SUPPLIER ; ISP 

SUPPLIER BATCH : N60105 

PRODUCT CODE : 402698 INTERNAL BATCH N° : 40414 

EXPIRY DATE ; 11/07/96 DATE OF RECEIPT : 5/07/96 

SPECIFICATION : Ql-00006/6 

TESTS SPECIFICATIONS RESULTS 


Characters White or yellowish- white Complies 

powder or flakes f hygroscopic 

Solubility Practically insoluble in Complies 

water, alcohol and in methylen 
chloride 

IR spectrum Maxima identical to those of Complies 

control spectrum 

Starch coloration No blue coloration Complies 

Peroxyde At 405 nm <or= 0,35 (400ppm) Complies 

Water-soluble substances Residu <ou= 75 mg (1,5*) 0,1 * 

Vinylpyrrolidone < or = 0.1* 0.0 % 

Heavy metals <or= 10 ppra Complies 

Loss on drying <or= 5.0 * 2.7 I 

Sulphated ash <or= 0.1 * 0.1 * 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER DATE 
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LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : PURIFIED WATER 

SUPPLIER J PRODUCTION FONTAINE 2 

SUPPLIER BATCH : 9607231 

PRODUCT CODE : 404900 INTERNAL BATCH N° : 9607231 

EXPIRY DATE : DATE OF RECEIPT : 7/23/96 

SPECIFICATION : 01-00008/7 

TESTS SPECIFICATIONS RESULTS 


Characters Clear liquid, colourless , Complies 

odourless 

Acidity or alkalinity No red coloration whith methyl Complies 

red. No blue coloration with 
potassium permanganate 

Oxidisable substances Slightly pinkish with Complies 

potassium premanganate 

Chlorides No precipitate for at least Complies 

15 mins. 

Nitrates <or= 0.2 ppm Complies 

Sulphates No precipitate for at least Complies 

1 hour 

Ammonium <or- 0.2 ppm Complies 

Calcium and magnesium Marked blue coloration with Complies 

mordant black 11R 

Heavy metals <or= 0.1 ppm Complies 

Residue after evaporation <or= 0.001 I 0.001 % 

CONCLUSION : Complies 


QUALITY ASSURANCE MANAGER DATE 
I 8/14/96 


Vlicheiine ROUSSEAU 


FOURNIER 1005208 

Highly Confidential 
Subject to 
Protective Order 

Uboratoires Foamier S A. - Rue des Pres Potets - 21 1 21 Fontaine-les-Oijon 
| Tel. 03 80 44 78 00 ■ Fax 03 BO 44 78 38 

B38 Hf3SfI3gl Laboratoires Fournier S A - Siege Social - 42 rue de Longvic - 21 300 Chenftve - France 

UBt^iamMMmlSm S A au Capital cie 1 8 035 296 euros - RCS Dijon 8 31 1 S96 670 - TVA PR 52 31 1 596 670 


^IFOURNIER 

rj pha\ma 


LABORATOIRES FOURNIER SA RAW MATERIAL 

Quality Assurance Department 
Rue des pres Potets 

21121 Fontaine les Dijon ANALYSIS CERTIFICATE 

FRANCE 


PRODUCT : COMICRONISAT FBNO/EUROPE 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 96638 

PRODUCT CODE ; 402715 INTERNAL BATCH N° : 41740 

EXPIRY DATE : 7/10/98 DATE OF RECEIPT : 7/11/96 

SPECIFICATION : 03-08001/6 


TESTS 


Identification du fenofibrate 
Dosage du lauryl sulfate de sodium 
Granulometrie laser :Mediane 
Granulometrie laser :Diaraetre des 
particules 

CONCLUSION ; Complies 


QUALITY ASSURANCE MANAGER 


SPECIFICATIONS RESULTS 


Rf identique au temoin * J A 

3 00 to 3 70 % ( \MAit\ipA 

5.0 to IS O urn V# 
Au moins 90% des particules de I ■ y . 
diametre <ou= 3 Sum \ 
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PRODUCT . : COMICRONISAT FENO/ EUROPE 

SUPPLIER : PLASTO 

SUPPLIER BATCH : 96637 

PRODUCT CODE ; 402715 INTERNAL BATCH N° 

EXPIRY DATE : 7/05/98 DATE OF RECEIPT 

SPECIFICATION : 03-08001/6 


41654 
7/09/96 


TESTS 

Identification du fenofibrate 
Dosage du lauryl sulfate de sodium 
Granulometrie laser :Mediane 
Granulometrie laser iDiantetre des 
particules 

CONCLUSION : Complies 


SPECIFICATIONS 

Rf identique au temoin 
3.00 to 3.70 % 
5.0 to 15.0 ua* 

Au moins 90% des particules de 
diaraetre <ou= 3 Sura 


RESULTS 


QUALITY ASSURANCE MANAGER 
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